BOOK  1  OF  7  BOOKS 
FRIDAY,  MARCH  17,  1978 


Vol.  43— No.  53 
3-17-78 
PAGES 
11141-11555 


CHICAGO,  ILLINOIS  WORKSHOPS 

HOW  TO  USE  THE  FEDERAL  REGISTER 

FOR:  Any  person  who  must  use  the  Federal  Register 

and  Code  of  Federal  Regulations. 

WHAT:  Free  public  workshop  (approximately  3  hours) 
to  present: 

1.  Brief  history  of  the  Federal  Register  sys¬ 
tem. 

2.  Difference  between  legislation  and  regu¬ 
lations. 

3.  Relationship  of  Federal  Register  and  the 
Code  of  Federal  Regulations. 

4.  Important  elements  of  a  typical  Federal 
Register  document. 

5.  An  introduction  to  the  finding  oids  of  the 
FR/CFR  system. 

WHEN:  April  12,  13,  and  14,  1978  at  9  a.m. 

(Each  session  identical) 

WHERE:  Everett  M.  Dirksen  Federal  Building,  Confer¬ 
ence  Room  572,  219  S.  Dearborn  Street,  Chi¬ 
cago,  Illinois. 

WHY:  To  provide  the  public  with  access  to  informa¬ 
tion  necessary  to  research  Federal  agency  reg¬ 
ulations  which  directly  affect  them,  as  part  of 
the  General  Services  Administration's  efforts  to 
encourage  public  participation  in  government 
actions.  There*  will  be  no  discussion  of  specific 
agency  regulations. 

RESERVATIONS:  Call  Ardean  Merrifield,  Area  Code 
312-353-4242  or  353-0339. 


SUNSHINE  ACT  MEETINGS _ 11298 


CANCER  CONTROL  MONTH 

Presidential  proclamation .  11141 

FISHERIES 

Commerce/NOAA  announces  closing  of  cod  and  haddock 
fisheries  (3  documents) . 11246-1 1248 

FISHERY  CONSERVATION  AND 
MANAGEMENT  ACT  OF  1976 

State  issues  notice  on  applications  for  permits  to  fish  off  the 
coasts  of  the  United  States  (Part  VI  of  this  issue) - 11478 


ATTENTION:  For  questions,  corrections,  or  requests  for  information  please  see  the  list  of  telephone  numbers 
appearing  on  opposite  page. 


Published  daily,  Monday  through  Friday  (no  publication  on  Satiirdays,  Sundays,  or  on  offlcial  Federal 
holidays),  by  the  Office  of  the  Federal  Register,  National  Archives  and  Records  Service,  General  Services 
Administration,  Washington,  D.C.  20408,  under  the  Federal  Register  Act  (49  Stat.  500,  as  amended;  44  U.S.C., 
Ch.  15)  and  the  regulations  of  the  Administrative  Committee  of  the  Federal  Register  (1  CFR  Ch.  I) .  Distribution 
is  made  only  by  the  Superintendent  of  Documents,  U,S.  Government  Printing  Office,  Washington,  D.C.  20402. 

The  Federal  Register  provides  a  tmlform  system  for  making  available  to  the  public  regulations  and  legal  notices  issued 
by  Federal  agencies.  These  Include  Presidential  proclamations  and  Executive  orders  and  Federal  agency  documents  having 
general  applicability  and  legal  effect,  documents  required  to  be  published  by  Act  of  Congress  and  other  Federal  agency 
documents  of  public  interest.  Documents  are  on  file  for  public  inspection  in  the  Office  of  the  Federal  Register  the  day  before 
they  are  published,  unless  earlier  filing  is  requested  by  the  issuing  agency. 

The  Federal  Register  will  be  furnished  by  mall  to  subscribers,  free  of  postage,  for  $5.00  per  month  or  $50  per  year,  payable 
In  advance.  The  charge  for  individual  cities  is  75  cents  for  each  issue,  or  75  cents  for  each  group  of  pages  as  actually  bound. 
Remit  check  or  money  order,  made  payable  to  the  Superintendent  of  Dociunents,  UR.  Government  Printing  Office,  Washington. 
D.C.  20402. 

There  are  no  restrictions  on  the  republication  of  material  appearing  In  the  Federal  Register. 
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INFORMATION  AND  ASSISTANCE 


Questions  and  requests  for  specific  information  may  be  directed  to  the  following  numbers.  General  inquiries 
may  be  made  by  dialing  202-523-5240. 


FEDERAL  REGtSTER,  Daily  Issue: 


Subscription  orders  (GPO) .  202-783-3238 

Subscription  problems  (GPO) .  202-275-3050 


"Dial  -  a  •  Regulalion"  (recorded  202-523-5022 


summary  of  highlighted  docu¬ 
ments  appearing  in  next  day’s 
issue). 

Scheduling  of  documents  for  523-3187 

publication. 

Copies  of  documents  appearing  in  523-5240 

the  Federal  Register. 

Corrections .  523-5237 

Public  Inspection  Desk .  523-5215 

Finding  Aids .  523-5227 

Public  Briefings:  "How  To  Use  the  523-3517 

Federal  Register." 

Code  of  Federal  Regulations  (CFR)..  523-3419 

523-3517 

Finding  Aids . 523-5227 


PRESIDENTIAL  PAPERS; 

Executive  Orders  and  Proclama-  523-5233 

tions. 

Weekly  Compilation  of  Presidential  523-5235 

Documents. 

Public  Papers  of  the  Presidents....  523-5235 

Index  .  523-5235 

PUBLIC  LAWS; 

Public  Law  dates  and  numbers .  523-5266 

523-5282 

Slip  Laws .  523-5266 

523-5282 

U.S.  Statutes  at  Large .  523-5266 

523-5282 

Index  .  523-5266 

523-5282 

U.S.  Government  Manual .  523-5230 

Automation  .  523-3408 

Special  Projects . .  523-4534 


HIGHLIGHTS— Continued 


CHLOROFLUOROCARBONS 

HEW/FDA  prohibits  use  as  propellants  in  self-pressurized 

containers  (Part  II  of  this  issue) .  11301 

EPA  prohibits  the  marKjfacture,  processing  and  distribution  in 
commerce  of  fully  halogenated  chlorofluoroalkanes  for  those 
aerosol  propellant  uses  which  are  subject  to  the  Toxic  Sub¬ 
stances  Control  Act  (Part  II  of  this  issue) .  1 1301 

CPSC  issues  response  to  the  banning  of  fully  halogenated 
chlorofluoroalkanes  (Part  II  of  this  issue) . .  11301 

FUEL  AND  FUEL  ADDITIVES 

EPA  issues  gukfelmes  to  facilitate  waiver  application  and 
review .  11258 

EDP 

Labor/OSHA  requests  comments  and  information  on  occupa¬ 
tional  exposure  to  ethylene  dibromide;  comments  by 
5-16-78 . — .  11248 

SECURITIES  TRANSACTIONS 

SEC  issues  final  rules,  temporary  rules,  and  interpretationa  for 
members  of  national  securities  exchanges;  effective  5-1-78; 
comments  by  4-15-78  (Part  X  of  this  issue) .  11542 

MOTOR  COMMON  CARRIER  RATE 
BUREAUS 

ICC  adopts  rule  on  notification  of  rate  proposals  following  prior 
mdeperxlent  action;  effective  6-15-78 . -  1 1201 

CHARTER  TOURS 

CAB  proposes  liberalization  of  rules;  comments  by  4-26-78; 
reply  comments  by  5-16-78 .  11215 

OVER-THE-COUNTER  STOCK 

FRS  proposes  to  amend  list  requirements;  comments  by 
4-14-78 .  11214 


OCCUPATIONAL  SAFETY  AND  HEALTH 

Labor/OSHA  issues  permanent  standard  for  occupational  ex¬ 
posure  to  1,  2-Dibromo-3-Chk)ropropane  (DBCP);  effective 
4-17-78  (Part  VIII  of  this  issue) . .  11514 

PROTECTION  OF  HUMAN  SUBJECTS 

HEW/Secy  issues  report  arxJ  recommendations  coriceming 
research  involving  th^  institutionalized  as  mentally  infirm; 
comments  by  5-16-78  (Part  lil  of  this  issue) .  11328 

HEALTH  MAINTENANCE  ORGANIZATIONS 

HEW/PHS  proposes  provisions  regarding  Federal  fmar)cial 
assistance;  comments  by  5-16-78  (Part  V  of  this  issue) _  1 1472 

PUBLIC  HEALTH  SERVICE  ACT 

HEW/PHS  proposes  changes  in  criteria  which  State  health 
planning  and  development  agencies  and  health  systems  agen¬ 
cies  must  use  for  certificate  of  need  and  other  reviews  of 
proposed  new  institutional  health  services;  comments  by 


5-16-78 . 11229 

SWINE  BRUCELLOSIS 

USDA/ APHIS  amerxls  regulations  regarding  swine  to  clarify 
classes  being  restricted  and  to  make  language  uniform;  effec¬ 
tive  3-23-78  . 11144 

SCRAPIE 

USOA/ APHIS  proposes  to  amerid  regulations  concerning 
maxirTHim  indemnity  paid  for  sheep  or  goats  destroyed;  com¬ 
ments  by  5-16-78 .  11204 


NEW  ANIMAL  DRUGS 

HEW/FDA  provides  for  revised  conditions  for  manufacturing 

hemicellulose  extract  (wood  sugars);  effective  3-17-78 _ _  1 1 181 

HEW/FDA  approves  safe  arxf  effective  use  of  furosemide 
syrup  for  treating  certain  edematous  cornlitions  in  dogs;  effec¬ 
tive  HEW/FDA  approves  nine  supplemental  applications  pro- 
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HIGHLIGHTS— Continued 


viding  for  change  of  sponsor  for  certain  levamisoie-containing 

products;  effective  3-1 7-78 .  11175 

HEW/FDA  providee  for  safe  and  effective  use  of  a  combina¬ 
tion  drug  for  treating  certain  eye  conditions  in  dogs  and  cats; 

effective  3-17-78 .  1 1 176 

HEW/FDA  issues  conforming  amendments  for  animal-use 
tetracycline  drug  products;  effective  4-17-78 . . .  1 1 177 

FOOD  STANDARDS 

HEW/FOA  revokes  standard  of  identity  for  sour  cream  dress- 
ir)g  (effective  3-17-78)  and  proposes  to  revoke  standard  of 
identity  for  sour  half-and4ialf  dressing  (comments  by 


4-17-78) .  11150 

COLOR  ADDITIVES 

HEW/FOA  confirms  effective  date  of  1-13-78  for  regulation 

on  D  &  C  Blue  No.  6 . - . - .  11149 

RADIOISOTOPES 

NRC  proposes  policy  statement  on  medical  uses;  comments 
by  5-16-78  .  11208 

RADIOPHARMACEUTICALS 

NRC  proposes  rule  on  human  uses  of  byproduct  material; 
comments  by  5-16-78 .  1 1227 

TETRACYCLINE  ANTIBIOTIC  DRUGS 

HEW/FOA  updates  and  technically  revises  regulations;  effec¬ 
tive  4-17-78 . 11151 

ANTIBIOTIC  DRUGS 

HEW/FOA  provides  for  an  exemption  from  certification  of 
rteomydn  sulfate  to  be  used  for  hypersensitivity  testing;  effec¬ 
tive  3-17-78;  written  objections  by  4-17-78 .  11150 

MASTER  SEED  VIRUS 

USO/k/ APHIS  codifies  test  requirements  for  detection  of  ex- 
traneous  viruses;  effective  4-1 7-78 .  11145 

UQUID  BIOLOGICAL  PRODUCTS 

USOA/ APHIS  permits  unlabeled  final  contakters  to  be  ei^xxt- 
ed;  effective  3-17-78 .  11145 

ANTIDUMPING 

Treasury  issues  notice  concerning  Portland  hydrautic  cement 
from  Canada . . . - .  1 1294 

COMPREHENSIVE  EMPLOYMENT  AND 
TRAINING  ACT 

Labor/ETA  issues  rwtice  on  financial  assistance  and  request 

for  preappKcation  (Part  IX  of  this  issue) . . .  11536 

MINIMUM  WAGES 

Labor/ESA  issues  gerieral  wage  determination  decisions  for 
Federal  and  federally  assisted  construction  (Part  IV  of  this 
issue) .  11360 

INCOME  TAX 

Treasury/IRS  annourtcee  percentage  to  be  used  to  compute 
income  tax  liability  of  foreign  corporations  carrying  on  life 
insurance  business  in  United  States .  1 1 195 

PROGRAM  OF  RESEARCH  GRANTS  ON 
ORGANIZATIONAL  PROCESSES  IN 
EDUCATION 

HEW/OE  issues  notice  concerning  closing  dates  for  receipt  of 
applications  for  grants .  11268 


GOVERNMENT  IN  THE  SUNSHINE 


LSC  adopts  regulations;  effective  4-1 7-78 . .  11198 

MEETINGS— 

Administrative  Conferer>ce  of  the  United  States:  Committee 

on  Licenses  and  Authorizations,  4-11-78  .  11244 

Commerce/NOAA;  New  Englarxl  Fishery  Management 

Council,  4-19  arid  4-20-78 .  11246 

New  England  Fishery  Management  Council's  Scientific 

and  Statistical  Committee,  4-12-78 .  11246 

South  Atlantic  Fishery  Management  Council,  4-25  through 

4-27-78 .  11246 

DCX)/Secy:  Defense  Advisory  Committee  on  Women  in  the 

Servi^,  4-16  through  4-19-78 .  11248 

Advisory  Group  on  Electron  Devices,  4-4-78 _  1 1249 

EPA:  National  Air  Pollution  Control  Techniques  Advisory 

Committee,  4-5  and  4-6-78 .  11259 

HEW/CDC:  Programs  and  Policies  Advisory  Committee  (Ad 

Hoc),  4-11  through  4-13-78 .  11265 

Safety  and  Occupational  Health  Study  Section,  4-20  and 

4-21-78 .  11265 

NIH:  Cancer  Control  Community  Activities  Review  Com¬ 
mittee,  4-27  and  4-28-78 .  11269 

Cancer  Immunotherapy  Committee,  4-26  through 

4-28-78 .  11270 

Contraceptive  Evaluation  Research  Contract  Review 

Committee,  5-12-78 . 11270 

High  Blood  Pressure  Working  Group,  5-19-78.. _ 11270 

Lipid  Metabolism  Advisory  Committee,  4-19  and 

4-20-78 .  11270 

.  National  Cancer  Institute  Advisory  Committees,  4-3, 

4-4,  4-6,  4-7,  4-18,  4-24  through  4-26-78 .  11269 

National  Diabetes  Advisory  Board,  4-11  and  4-12-78  .  11271 
Recombinant  DNA  Molecule  Progi^  Advisory  Commit¬ 
tee  Working  Group,  4-6  and  4-7-78 .  1 1271 

Labor/Secy;  Advisory  C^mittee  to  Review  Advisory  Metal 
and  NometalHc  Mine  Health  and  Safety  Standards,  4-4 

through  4-7-78 . 11278 

NRC:  Risk  Assessment  Review  Group,  4-3  arxl  4-4-78 ......  1 12M 

Treasury /Secy:  Reform  of  the  International  Monetary  Sys¬ 
tem  Advisory  Committee,  4-13-78  .  11295 

VA:  Special  Medical  Advisr^  Group,  4-3  and  4-4-78 _  1 1296 

RESCHEDULED  MEETING— 

NRC:  ACRS  Workirtg  Group  on  Anticipated  Transients  With¬ 
out  SCRAM,  4-20-78 .  11290 

HEARING— 

Delaware  River  Basin  (Commission,  3-22-78 _  11249 

SEPARATE  PARTS  OF  THIS  ISSUE 

Part  II,  HEW/FDA,  EPA,  CPSC .  11301 

Part  III,  HEW/Secy  ...._ .  11328 

Part  IV,  Labor/ESA .  11360 

Part  V.  HEW/PHS .  11472 

Part  VI,  State .  11478 

Part  VII,  HUD/FIA .  11488 

Part  VIII,  Labor/OSHA .  11514 

Part  IX,  Labor/ETA .  11536 

Part  X,  SEC . 11542 


iv 
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Ruies  Going  Into  Effect  Today 


FCC— FM  broadcast  stations;  table  of  assign¬ 
ments: 

Baxley.  Sandersville  and  Sparta.  Ga ..  4611; 
2-3-78 

HEW/OCSE — Establishing  paternity  arxj  secur¬ 
ing  child  support;  State  plan  requirements 
when  applicant  has  good  cause  not  to  coop¬ 
erate .  2178;  1-16-78 


List  of  PubMc  Laws 


This  is  a  continuing  listing  of  public  bills 
that  have  become  law.  the  text  of  which  Is 
not  published  in  the  Federal  Register. 
Copies  of  the  laws  in  individual  pamphlet 


form  (referred  to  as  "slip  laws*’)  may  be 
obtained  from  the  UJB.  Oovemment  Printing 
Office. 

S.  2076 .  Pub.  L  95-244 

To  authorize  the  Secretary  of  the  Interior  to 
make  payments  to  appropriate  school  dis¬ 
tricts  to  assist  in  prcn/iding  educational  fa¬ 
cilities  and  services  for  persons  living 
within  or  near  the  Grand  Cwiyon  Nationai 
Park  on  nontaxable  Federal  lands,  and  for 
other  purposes.  (Mar.  14.  1978;  92  Stat 
154)  Price  $.50. 

H.R.  9851 .  Pub.  L  95-245 

To  amend  the  Federal  Aviation  Act  of  1958 
to  improve  cargo  air  service.  (Mar.  14. 
1978;  92  Stat.  156)  Price  $.50. 

H  J.  Res.  746 .  Pub.  L  95-246 

Making  urgent  power  supplemental  appropri¬ 
ations  for  the  Department  of  Energy. 
Southwestern  Power  Administration  for  the 
fiscal  year  ending  September  30.  1978. 
(Mar.  15. 1978;  92  Stat  157)  Price  $.50. 
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[3195-01] 


Title  3 — The  President 

PROCLAMATION  4552 

Cancer  Control  Month,  1978 

By  the  President  of  the  United  States  of  America 

V 

A  Proclamation 

Of  all  known  diseases  in  this  country,  cancer  is  probably  the  most  feared. 
Recent  statistics  indicate  that  700,000  cases  of  cancer  will  be  diagnosed  in  the 
United  States  in  1978  and  that  390,000  Americans  will  die  of  some  form  of 
the  disease  this  year.  Only  through  continued  support  of  cancer  research  and 
control  can  we  reduce  these  figures. 

The  Federal  Government,  in  cooperation  with  non-Federal  organizations, 
is  committed  to  finding  the  cause  and  cure  of  all  forms  of  cancer  and  of 
controlling  it  to  the  extent  possible  while  that  search  goes  on.  Since  the 
inception  of  the  National  Cancer  Program,  we  have  learned  much  about  the 
cause,  detection,  treatment  and  control  of  cancer.  Today,  cancer  can  often  be 
detected  earlier,  making  more  effective  treatment  possible  and  saving  many 
lives.  Surgical,  radiation  and  chemotherapy  techniques  have  been  improved, 
and  research  shows  promise  of  adding  immunotherapy  as  an  additional 
method  of  treatment.  Because  prevention  offers  the  best  hope  for  ultimate 
control  of  cancer,  cause  and  prevention  research  remains  one  of  our  highest 
priorities  for  we  still  have  much  to  learn. 

NOW,  THEREFORE,  I,  JIMMY  CARTER,  President  of  the  United  States 
of  America,  do  hereby  proclaim  the  month  of  April,  1978,  as  Cancer  Control 
Month  as  requested  in  the  joint  resolution  of  the  Congress  March  28,  1938 
(52  Stat.  148,  36  U.S.C.  150).  I  invite  the  Governors  of  the  States  and  the 
appropriate  officials  of  all  other  areas  under  the  United  States  flag  to  issue 
similar  proclamations. 

1  also  encourage  the  medical  and  health  professions,  the  communications 
media  and  other  interested  persons  and  groups  to  take  this  opportunity  to 
educate  the  people  on  this  subject  and  to  help  them  to  take  advantage  of 
available  resources  to  prevent  needless  suffering  and  death. 

IN  .WITNESS  WHEREOF,  I  have  hereunto  set  my  hand  this  fifteenth  day 
of  March,  in  the  year  of  our  Lord  nineteen  hundred  seventy-eight,  and  of  the 
Independence  of  the  United  States  of  America  the  two  hundred  and  second. 


[FR  Doc.  78-7340  FUed  3-15-78;  4:25  pm] 
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This  MCtion  of  tfi«  FEDERAL  REGISTER  contains  regulatory  documents  having  general  opplicobility  and  legal  effect  most  of  which  ore  keyed  to  and 
codified  in  the  Code  of  Federol  Regulations,  which  is  published  under  50  titles  pursuant  to  44  U.S.C.  1510. 

The  Code  of  Federal  Regulatiorts  it  sold  by  the  Superintendent  of  Documents.  Prices  of  new  books  ore  listed  in  the  first  FEDERAL  REGISTER  issue  of  eoch 
month. 


[6325-01] 

Title  5 — Administrative  Personnel 

CHAPTER  I— CIVIL  SERVICE 
COMMISSION 

PART  213— EXCEPTED  SERVICE 

Department  of  Transportation 

AGENCY:  Civil  Service  Commission. 
ACTION:  Pinal  rule. 

SUMMARY:  This  amendment  changes 
the  title  of  the  position  of  Director, 
Office  of  Public  Affairs  to  that  of  Di¬ 
rector,  Office  of  Consumer  and  Public 
Affairs. 

EFFECTIVE  DATE:  March  17,  1978. 

FOR  FURTHER  INFORMATION 
CONTACT: 

On  position  authority:  Dean  Boll- 
man,  Civil  Service  Conunission,  202- 
632-7676.  On  position  content: 
Robert  S.  Smith,  Director  of  Person¬ 
nel  and  Training,  Department  of 
Transportation,  202-426-4088. 

Accordingly,  5  CFR  213.3394(a)(29) 
is  amended  as  set  out  below: 

§  213.3394  Department  of  Transportation. 

(a)  Office  of  the  Secretary.  •  •  • 

(29)  Director,  Office  of  Consumer 
•and  Public  Affairs. 

(5  U.S.C.  3301,  3302;  O.  10577,  3  CFR  1954- 
1958  Comp.,  p.  218.) 

For  the  United  States  Civil  Service 
Commission. 

James  C.  Spry, 
Executive  Assistant 
to  the  Commissioners. 
[FR  Doc.  78-8645  FUed  3-16-78;  8:45  am] 


[3410-021 

Titia  7 — Agriculture 
CHAPTER  IX— AGRICULTURAL  MAR¬ 
KETING  SERVICE  (MARKETING 
AGREEMENTS  AND  ORDERS; 
FRUITS,  VEGETABLES,  NUTS),  DE- 
PARTMENT  OF  AGRICULTURE 


(Lemon  Reg.  137] 

PART  910— LEMONS  GROWN  IN 
CALIFORNIA  AND  ARIZONA 

Limitalian  of  Handling 

AGENCY:  Agricultural  Marketing 
Service,  USDA. 


SUMMARY:  This  regulation  estab¬ 
lishes  the  quantity  of  fresh  Califomia- 
Arizona  lemons  that  may  be  shipped 
to  market  dtiring  the  period  March  19- 
25,  1978.  Such  action  is  needed  to  pro¬ 
vide  for  orderly  marketing  of  fresh 
lemons  for  this  period  due  to  the  mar¬ 
keting  situation  confronting  the  lemon 
industry. 

EFFECTIVE  DATE:  March  19,  1978. 

FOR  FURTHER  INFORMATION 
CONTACTT: 

Charles  R.  Brader,  202-447-6393. 

SUPPLEMENTARY  INFORMATION: 
Findings.  Pursuant  to  the  marketing 
agreement,  as  amended,  tuid  Order  No. 
910,  as  amended  (7  CFR  Part  910),  reg¬ 
ulating  the  handling  of  lemons  grown 
in  California  and  Arizona,  effective 
under  the  Agricultural  Marketing 
Agreement  Act  of  1937,  as  amended  (7 
U.S.C.  601-674),  and  upon  the  basis  of 
the  recommendations  and  information 
submitted  by  the  Lemon  Administra¬ 
tive  Committee,  and  upon  other  infor¬ 
mation,  it  is  found  that  the  limitation 
of  handling  of  lemons,  as  hereafter 
provided,  will  tend  to  effectuate  the 
declared  policy  of  the  act. 

The  committee  met  on  March  15, 
1978,  to  consider  supply  and  market 
conditions  and  other  factors  affecting 
the  need  for  regulation  and  recom¬ 
mended  a  quantity  of  lemons  deemed 
advisable  to  be  handled  during  the 
specified  week.  The  committee  reports 
the  demand  for  lemons  Is  expected  to 
remain  constant  on  mid-range  sizes 
and  easier  on  other  sizes. 

It  is  further  found  that  it  is  imprac¬ 
ticable  and  contrary  to  the  public  in¬ 
terest  to  give  preliminary  notice, 
engage  in  public  rulemaking,  and  post¬ 
pone  the  effective  date  until  30  days 
after  publication  in  the  Federal  Reg¬ 
ister  (5  U.S.C.  553),  because  of  insuffi¬ 
cient  time  between  the  date  when  in¬ 
formation  became  available  upon 


which  this  regulation  is  based  and  the 
effective  date  necessary  to  effectuate 
the  declared  policy  of  the  act.  Inter¬ 
ested  persons  were  given  an  opportuni¬ 
ty  to  submit  information  and  views  on 
the  regulation  at^  open  meeting.  It 
is  necessary  to  effectuate  the  declared 
purposes  of  the  act  to  make  these  reg¬ 
ulatory  provisions  effective  as  speci¬ 
fied,  and  handlers  have  been  apprised 
of  such  provisions  and  the  effective 
time. 

§  910.437  Lemon  Regulation  137. 

Order,  (a)  The  quantity  of  lemons 
grown  in  California  and  Arizona  which 
may  be  handled  during  the  period 
March  19,  1978,  through  March  25, 
1978,  is  established  at  235,000  cartons. 

(b)  As  used  in  this  section,  "han¬ 
dled”  and  ‘‘carton(s)”  mean  the  same 
as  defined  in  the  marketing  order. 

(Secs.  1-19,  48  Stat.  31,  as  amended;  7  U.S.C. 
601-674) 

Dated:  March  16, 1978. 

Charles  R.  Bradder, 
Director,  Fruit  and  Vegetable  Di¬ 
vision,  Agricultural  Marketing 
Service. 

(FR  Doc.  78-7396  Fnied  3-16-78;  12:59  am] 


CHAPTER  XVIII— FARMERS  HOME 
ADMINISTRATION,  DEPARTMENT 
OF  AGRICULTURE 

SUBCHAPTER  J— LOAN  AND  GRANT 
PROGRAMS  (GROUP) 

(FmHA  Instruction  1933-1] 

PART  1933— LOAN  AND  GRANT 
PROGRAMS  (GROUP) 

Subpart  I — Self-Help  Technical 
Assistance  Grants 

Final  Rule;  Correction 

AGENCrV:  Farmers  Home  Administra¬ 
tion,  USDA. 


SUMMARY:  This  action  corrects  a 
final  rule  which  appeared  at  page  2852 
in  the  Federal  Register  of  Friday, 


ACTTION:  Final  rule. 


ACTION:  Correction  to  final  rule. 


[3410-07] 
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January  20.  1978,  regarding  rates  and 
terms  for  Site  Option  Loans. 
EFFECTIVE  DATE:  March  17, 1978. 

FOR  FURTHER  INFORMATION 
CONTACT: 

Mr.  Paul  R.  Conn,  202-447-7207. 

In  FR  Doc.  78-1475,  in  paragraph  V 
of  Exhibit  F,  page  2869,  paragraph  (A) 
was  inadvertently  omitt^  and  should 
be  inserted  as  follows: 

V  Rates  and  terms. 

(A)  Interest  Loans  will  be  made  at  an  in¬ 
terest  rate  of  3  percent. 

•  •  •  •  • 

Dated:  March  2. 1978. 

Gordon  Cavanaugh, 
Administrator, 

Farmers  Home  Administration. 
IFR  Doc.  78-7133  FUed  3-18-78;  8:45  am] 


[3410-34] 

Title  9— Animals  and  Animal  Products 

CHAPTER  I— ANIMAL  AND  PLANT 
HEALTH  INSPECTION  SERVICE,  DE¬ 
PARTMENT  OF  AGRICULTURE 

SUKHAFTER  C— INTERSTATE  TRANSFORTA- 
TION  OF  ANIMALS  (INaUDING  FOULTRY) 
AND  ANIMAL  FRODUCTS 

PART  78— BRUCELLOSIS 
Swine  Brucellosis 

AGENCY:  Animal  and  Plant  Health 
Inspection  Service.  USDA. 

ACTION:  Final  rule. 

SUMMARY:  This  document  amends 
the  brucellosis  regulations  in  regard  to 
swine  to  clarify  the  classes  of  swine 
being  restricted,  and  to  make  the  lan¬ 
guage  uniform  in  the  different  sec¬ 
tions.  This  action  is  necessary  to  cor¬ 
rect  and  clarify  the  intent  of  the  prior 
amendment  which  becomes  effective 
Biarch  23,  1978.  The  intended  effect  of 
this  action  is  to  relieve  certain  restric¬ 
tions  on  swine  inadvertently  imposed 
in  the  previous  amendment. 

EIFFECnVE  DATE:  March  23,  1978. 

FOR  FURTHER  INFORMATION, 
CONTACT; 

A.  D.  Robb.  Staff  Veterinarian,  Na¬ 
tional  Brucellosis  Eradication  Pro¬ 
gram,  USDA,  APHIS.  Veterinary 
Services,  Room  805,  Federal  Build¬ 
ing.  HyattsvUle.  Md.  20782,  301-436- 
8713. 

SUPPLEMENTARY  INFORMATION: 
On  December  23.  1977,  there  was  pub¬ 
lished  in  the  Federal  Register  (42  FR 
64339-64341)  a  notice  of  final  rulemak¬ 
ing  which  prohibited  swine  from  being 
moved  interstate  except  in  compliance 
with  the  regulations,  effective  March 
23.  1978.  The  purpose  of  the  amended 
regulation  was  to  place  restrictions 


only  on  certain  classes  of  swine.  How¬ 
ever.  the  general  restrictions  inadver¬ 
tently  referred  to  all  swine  although 
the  intent  was  only  to  restrict  the  in¬ 
terstate  movement  of  swine  defined  as 
“breeding  swine,”  “sows,”  “boars.” 
“brucellosis  reactor  swine,”  and  “bru¬ 
cellosis  exposed  swine.”  Brucellosis  in 
swine  is  most  prevalent  in  breeding 
swine,  sows  and  boars,  and  therefore 
the  movement  of  only  these  animals 
should  be  regulated  in  order  to  pre¬ 
vent  the  spread  of  brucellosis  by 
swine. 

The  amendment  also  inadvertently 
placed  restrictions  on  brucellosis  reac¬ 
tor  swine  and  brucellosis  exposed 
swine  which  required  them  to  be 
moved  interstate  only  for  immediate 
slaughter  directly  to  a  slaughtering  es¬ 
tablishment  operating  imder  the  pro¬ 
visions  of  the  Federal  Meat  Inspection 
Act  (21  U.S.C.  601  et  seq.)  or  directly 
to  a  specifically  approved  slaughtering 
establishment,  or  to  a  specifically  ap¬ 
proved  stockyard  for  sale  and  ship¬ 
ment  to  such  slaughtering  establish¬ 
ment.  if  such  swine  are  accompanied 
by  a  permit.  The  intent  of  the  amend¬ 
ment  was  to  restrict  the  interstate 
movement  of  brucellosis  reactor  swine 
and  brucellosis  exposed  swine  only  for 
immediate  slaughter  directly  to  a 
slaughtering  establishment  operating 
under  the  provisions  of  the  Federal 
Meat  Inspection  Act  (21  UB.C.  601  et 
seq.)  or  directly  to  a  State  inspected 
slaughtering  establishment,  or  directly 
to  a  stockyard  posted  under  the  provi¬ 
sions  of  the  Packers  and  Stockyards 
Act,  as  amended  (7  U.S.C.  181  et  seq.), 
or  directly  to  a  market  agency  or 
dealer  registered  under  said  Packers 
and  Stockyards  Act,  if  such  swine  are 
accompanied  by  a  permit.  The  refer¬ 
ences  to  approved  stockyards  or  spe¬ 
cifically  approved  slaughtering  estab¬ 
lishment  is  deleted  because  there  are 
no  such  facilities  at  present  to  handle 
these  swine.  Therefore,  the  Depart¬ 
ment  has  determined  that  such  reac¬ 
tor  swine  and  exposed  swine  could  be 
shipped  directly  to  a  slaughtering  es¬ 
tablishment  operated  under  the  provi¬ 
sions  of  the  Federal  Meat  Inspection 
Act  (21  UB.C.  601  et  seq.)  or  Erectly 
to  a  State  inspected  slaughtering  es¬ 
tablishment.  or  directly  to  a  stockyard 
posted  under  the  provisions  of  the 
Packers  and  Stockyards  Act,  as 
amended  (7  U.S.C.  181  et  seq.)  or  di¬ 
rectly  to  a  market  agency  or  dealer 
registered  under  said  Packers  and 
Stockyards  Act,  without' undue  risk. 
The  procedures  established  at  such  fa¬ 
cilities  should  help  assure  that  these 
animals  are  handled  in  accordance 
with  the  regulations. 

The  correct  wording  appeared  in 
S  78.30. 

All  of  the  changes  in  this  amend¬ 
ment  relieve  restrictions  under  which 
swine  may  be  moved  interstate  and  it 
has  been  determined  that  it  is  neces¬ 


sary  that  these  changes  be  made  effec¬ 
tive  concurrent  with  the  previous  bru¬ 
cellosis  regulation  amendment  in 
regard  to  the  interstate  movement  of 
swine  with  the  effective  date  of  March 
23. 1978. 

Accordingly.  9  CFR  Part  78,  is 
amended  as  follows: 

1.  Section  78.26,  is  amended  to  read: 

§  78.26  General  restrictions 

Breeding  swine,  sows,  boars,  brucel¬ 
losis  reactor  swine,  and  brucellosis  ex¬ 
posed  swine  may  not  be  moved  inter¬ 
state  except  in  compliance  with  the 
regulations  in  this  subpart. 

2.  In  §78.27  the  introductory  para¬ 
graph  is  amended  to  read: 

§  78.27  Brucellosis  reactor  swine. 

Brucellosis  reactor  swine  may  only 
be  moved  interstate  under  this  section 
for  immediate  slaughter  directly  to  a 
slaughtering  establishment  operating 
under  the  provisions  of  the  Federal 
Meat  Inspection  Act  (21  U.S.C.  601  et 
seq.)  or  directly  to  a  State  inspected 
slaughtering  establishment,  or  directly 
to  a  stockyard  posted  under  the  provi¬ 
sions  of  the  Packers  and  Stockyards 
Act.  as  amended  (7  U.S.C.  181  et  seq.) 
or  directly  to  a  market  agency  or 
dealer  registered  under  said  Packers 
and  Stockyards  Act.  for  sale  to  such  a 
slaughtering  establishment  in  accor¬ 
dance  with  the  following  require¬ 
ments: 

•  G  G  •  G 

3.  Section  78.28  Is  amended  to  read: 

§  78.28  Brucellosis  exposed  swine. 

Brucellosis  exposed  swine  may  .  be 
moved  interstate  only  for  Immediate 
slaughter  directly  to  a  slaughtering  es¬ 
tablishment  operating  under  the  pro¬ 
visions  of  the  Federal  Meat  Inspection 
Act  (21  U.S.C.  601  et  seq.)  or  directly 
to  a  State  inspected  slaughtering  es¬ 
tablishment,  or  directly  to  a  stockyard 
posted  under  the  provisions  of  the 
Packers  and  Stockyards  Act.  as 
amended  (7  U.S:C.  181  et  seq.)  or  di¬ 
rectly  to  a  market  agency  or  dealer 
registered  under  said  Packers  and 
Stockyards  Act,  for  sale  to  such  a 
slaughtering  establishment,  if  such 
swine  are  accompanied  by  a  permit  as 
defined  in  paragraph  78.1(v). 

(Secs.  4-7,  23  Stat.  32.  as  amended:  secs.  1 
and  2,  32  Stat.  791-792,  as  amended:  secs.  1- 
4,  33  Stat.  1265,  as  amended:  sec.  2.  65  Stat. 
693;  and  secs.  3  and  11,  76  Stat.  130,  132  (21 
U.S.C.  lll-114a-l.  114k,  115,  117,  120,  121, 
123-125,  134b.  1341);  37  FR  28464;  28477;  38 
FR  19141). 

The  amendments  clarify  the  classes 
of  swine  to  be  regulated  and  relax  re¬ 
strictions  unintentionally  imposed. 
They  must  be  made  effective  concur¬ 
rently  with  the  regulations  amended 
effective  March  23.  1978,  in  order  to 
avoid  unnecessary  restriction  on  the 
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Interstate  movement  of  swine.  It  does 
not  appear  that  public  participation  in 
this  rulemaking  procedure*  would 
make  additional  relevant  information 
available  to  the  Department. 

Accordingly,  under  the  Administra¬ 
tive  procedures  provision  in  5  U.S.C. 
553.  it  is  found  upon  good  cause  that 
further  notice  and  other  public  proce¬ 
dure  with  respect  to  the  amendment 
are  impracticable,  unnecessary,  and 
contrary  to  the  public  interest,  and 
good  cause  is  found  for  making  the 
amendments  effective  less  than  30 
days  after  publication  in  the  Federal 
Register. 

Done  at  Washington,  D.C.,  this  13th 
day  of  March  1978. 

Note.— The  Animal  and  Plant  Health  In¬ 
spection  Service  has  determined  that^his 
document  does  not  contain  a  major  proposal 
requiring  preparation  of  an  Inflation 
Impact  Statement  under  Executive  Order 
11821  and  OMB  Circular  A-107. 

J.  K.  Atwell, 

Acting  Deputy  Administrator, 
Veterinary  Services. 

(FR  Doc.  78-7166  Piled  3-16-78;  8:45  ami 


[3410-34] 

SUBCHAPTER  E— VIRUSES,  SERUMS,  TOXINS, 
AND  ANALOGOUS  PRODUCTS;  ORGANISMS 
AND  VECTORS 

PART  112— PACKAGING  AND 
LABELING 

Miscellaneous  Amendments 

AGENCY:  Animal  and  Plant  Health 
Inspection  Service  (APHIS). 

ACTION:  Pinal  rule. 

SUMMARY:  This  amendment  permits 
unlabeled  final  containers  of  liquid 
biological  products  to  be  exported.  Un¬ 
labeled  desiccated  products  may  be  ex¬ 
ported  under  the  present  regulations. 
This  amendment  relaxes  the  regula¬ 
tions  by  giving  liquid  products  the 
same  treatment  as  desiccated  prod¬ 
ucts. 

EPFEC^TIVE  DATE;  This  amendment 
becomes  effective  March  17, 1978. 

FOR  FURTHER  INFORMATION 
CONTACT: 

Dr.  R.  J.  Price,  Biologies  Licensing 
and  Standards  Staff.  USDA.  APHIS. 
VS.  Room  827,  Federal  BuUding,  Hy- 
attsville.  Md.  20782,  301-436-8245. 

SUPPLEMENTARY  INFORMATION: 
Many  licensees  export  biological  prod¬ 
ucts  to  foreign  countries.  In  some 
cases,  they  are  connected  with  firms  in 
these  foreign  countries  which  are 
staffed  and  equipped  to  adequately 
package  and  label  the  products  for 
consumption  in  those  countries.  In 
some  cases,  the  economic  advantage  of 
having  the  packaging  and  labeling 


RULES  AND  REGULATIONS 

done  in  a  foreign  country  is  consider¬ 
able. 

For  several  years  licensees  have  been 
permitted  to  ship  desiccated  products 
to  be  completed  in  a  foreign  country. 
This  amendment  would  authorize 
them  to  ship  liquid  products  as  well. 

Part  112  is  amended  by  revising 
§  112.8(c)  to  read: 

§112.8  For  export  only. 

*  •  •  •  « 

(c)  Final  containers  of  products,  la¬ 
beled  or  imlabeled,  may  be  exported  in 
sealed  shipping  boxes,  adequately 
identified  as  to  contents  with  an  ap¬ 
proved  label,  and  plainly  marked  “For 
Export  Only”:  Provided,  That  such 
products  shall  not  be  diverted  to  do¬ 
mestic  use. 

•  *  «  •  • 

(21  U.S.C.  151  and  154;  37  FR  28477,  28646; 
38  FR  19141.) 

These  amendments  make  adminis¬ 
trative  changes  to  make  the  packaging 
and  labeling  requirements  consistent 
with  respect  to  all  products  for  export 
without  m^ng  other  substantive 
changes  in  the  regulations.  In  order 
for  them  to  be  of  maximum  benefit, 
they  must  be  made  effective  immedi- 
.  ately. 

Accordingly,  imder  the  administra¬ 
tive  procedure  provisions  in  5  U.S.C. 
553,  it  is  found  upon  good  cause  that 
notice  and  other  public  procedure  con¬ 
cerning  these  amendments  are  imprac¬ 
ticable  and  unnecessary,  and  good 
cause  is  found  for  making  these 
amendments  effective  less  than  30 
days  after  publication  in  the  Federal 
Register. 

Done  at  Washington,  D.C.,  this  13th 
day  of  March  1978. 

Note.— The  Animal  and  Plant- Health  In¬ 
spection  Service  has  determined  that  this 
document  does  not  contain  a  major  proposal 
requiring  preparation  of  an  Inflation 
Impact  Statement  under  Executive  Order 
11821  and  OMB  Circular  A-107. 

J.  K.  Atwell, 

Acting  Deputy  Administrator, 
Veterinary  Services, 

[FR  Doc.  78-7164  Filed  3-16-78;  8:45  am] 

[3410-34] 

PART  113— STANDARD 
REQUIREMENTS 

Miscellaneous  Amendments 

AGENCY:  Animal  and  Plant  Health 
Inspection  Service  (APHIS). 

ACTION:  Pinal  rule. 

SUMMARY:  This  amendment  codi¬ 
fies.  in  the  regulations  imder  the 
Virus-Serum-Toxin  Act,  test  require¬ 
ments  for  detection  of  extraneous  vir¬ 
uses  in  Master  Seed  Virus.  Purity  of 
the  Master  Seed  Virus  is  essential  in 
the  preparation  of  vaccines.  The  test 
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methods  and  procedures  prescribed  in 
this  amendment  assures  such  purity 
with  respect  to  extraneous  viruses. 

EFFECTIVE  DATE:  This  amendment 
becomes  effective  April  17. 1978. 

FOR  FURTHER  INFORMATION 
CONTACT: 

Dr.  R.  J.  Price,  Biologies  Licensing 

and  Standards  Staff.  USDA.  APHIS, 

VS.  Room  827,  Federal  Building.  Hy- 

attsville,  Md.  20782,  301-436-8245. 

SUPPLEMENTARY  INFORMATION: 
Seed  virus  derived  from  a  Master  Seed 
Virus  (MSV)  is  used  in  the  preparation 
of  each  viral  vaccine.  The  Master  Seed 
Virus  is  defined  in  the  regulations  (t 
CFR  101.7(a)).  Before  MSV  can  be 
used  for  vaccine  production,  it  must  be 
of  proven  purity,  safety,  and  antigeni¬ 
city. 

To  meet  the  standards  of  purity  es¬ 
tablished  by  Veterinary  Services,  a  lot 
of  Master  Seed  Virus  must  be  free  of 
contaminants,  such  as  extraneous  mi¬ 
croorganisms.  before  it  is  approved  for 
use  in  the  preparation  of  viral  vac¬ 
cines. 

The  tests  for  such  microorganisms 
as  bacteria,  fimgi.  or  mycoplasma  are 
prescribed  in  the  regulations.  Al¬ 
though  the  Master  Seed  Virus  is  also 
required  to  be  free  of  extraneous  vir¬ 
uses  before  it  is  used  for  the  produc¬ 
tion  of  viral  vaccines,  there  is  no  sec¬ 
tion  in  the  present  regulations  specifi¬ 
cally  dealing  with  the  detection  of 
such  viruses  in  the  Master  Seed  Virus. 

On  November  18,  1977,  a  notice  of 
proposed  amendment  to  Part  113  was 
published  in  the  Federal  Register  at 
42  FR  59510. 

Comments  on  this  proposal  were  so¬ 
licited  and  six  responses  were  received. 
Only  one  response  was  favorable  to 
the  proposal  as  written. 

Two  responses  contained  comments 
indicating  concern  over  having  the 
proposed  requirements  apply  to  vac¬ 
cines  which  cannot  be  evaluated  by 
the  methods  proposed.  Since  an  B4SV 
is  subject  to  these  requirements  only 
when  prescribed  in  the  Standard  Re¬ 
quirement  or  filed  Outline  of  Produc¬ 
tion  for  a  product,  the  concern  is  not 
Justified. 

A  suggestion  in  one  response  that  all 
references  to  testing  of  Master  Seed 
Virus  be  incorporated  in  §113.55  was 
rejected  as  being  impractical  and  cum¬ 
bersome. 

Suggestions  received  in  two  re¬ 
sponses  were  considered  appropriate 
and  constructive.  These  suggestions 
have  been  incorporated  in  this  final 
rule  and  are  explained  in  the  discus¬ 
sion  of  changes  below. 

After  due  consideration  of  all  rel¬ 
evant  matters,  including  the  proposal 
set  forth  in  the  aforesaid  notice  and 
pursuant  to  the  authority  contained  in 
the  Virus-Serum-Toxin  Act  of  March 
4. 1913  (21  Uj5.c.  151-158),  the  amend¬ 
ment  of  Part  113,  Subchapter  E.  Chap- 
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ter  I.  Title  9  of  the  Code  of  Federal 
Regulations,  as  contained  in  the  afore¬ 
said  notice  is  hereby  adopted  with  the 
following  exceptions: 

Paragraph  (a)  is  reworded  to  clarify 
the  type  of  cell  lines  or  cells  to  be  used 
in  part  of  the  tests. 

Paragraph  (b)  was  rewritten  to  make 
the  following  changes: 

Subculturing  was  reduced  from 
three  times  to  one  time  as  being  suffi¬ 
ciently  sensitive,  less  costly,  and  less 
time  consuming.  Editorial  changes 
were  made  as  indicated. 

“Hemadsorblng  virus”  has  been  in¬ 
serted  into  the  introductory  portion 
for  consistency  and  clarity.  Printing 
errors  have  been  corrected  by  substi¬ 
tuting  “for”  for  “by”  and  “stain”  for 
“strain.” 

Paragraph  (c)  has  been  rewritten  for 
clarification  as  to  the  cells  to  be  used 
and  when  the  monolayers  are  to  be 
subcultured. 

Paragraph  (c)  has  been  changed  to 
make  the  time  of  fluorescent  antibody 
staining  consistent  with  the  time  the 
tests  are  conducted  for  cytopathic  vir¬ 
uses  and  hemadsorbing  viruses.  These 
changes  will  expedite  completion  of 
these  tests. 

Paragraph  (c)(2)  has  been  reworded 
to  permit  the  fixing  of  positive  control 
monolayers  that  have  been  infected 
with  cytopathogenic  viruses  before  the 
7  day  period  specified  for  the  other 
monolayers,  but  allowing  the  staining 
of  all  monolayers  at  the  same  time  for 
added  convenience. 

Printing  errors  have  been  corrected 
in  paragraph  (d)  by  changing  (a)  to  (d) 
and  correcting  the  spelling  of  cyto- 
pathology  and  hemadsorption  in  the 
lead  paragraph  of  (d)  and  the  spelling 
of  uninoculated  in  paragraph  (dK3). 

Part  113  is  amended  by  adding  a  new 
section  to  read: 

§  113.55  Detection  of  extraneous  viruses 
in  Master  Seed  Virus. 

Master  Seed  Virus  (MSV)  shall  be 
tested  and  foimd  free  of  extraneous 
viruses  by  the  procedures  provided  in 
this  section  when  prescribed  in  a  Stan¬ 
dard  R^uirement  or  the  filed  Outline 
of  Production  for  a  product. 

(a)  At  least  a  1.0  ml  aliquot  per  cell 
culture  of  MSV  shall  be  dispensed 
onto  monolayers  (at  least  75  cm*  in 
area)  of  pretested: 

(1)  Vero  (African  green  monkey)  cell 
line;  and 

(2)  Embryonic  cells,  neonatal  cells, 
or  a  cell  line  of  the  species  for  which 
the  vaccine  is  recommended;  and 

(3)  Embryonic  cells,  neonatal  cells, 
or  a  cell  line  (other  than  Vero  cell 
line)  of  the  species  in  which  the  MSV 
is  presently  being  propagated  if  differ¬ 
ent  than  the  species  for  which  the  vac¬ 
cine  is  recommeded. 

At  least  one  monolayer  of  each  of 
these  cell  types  shall  be  maintained  as 
an  uninoculated  control.  If  the  MSV  is 
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cytopathic  for.  or  causes  hemadsorp¬ 
tion  in  the  cells  in  which  it  is  to  be 
tested,  the  MSV  shall  be  neutralized 
with  monospecific  antisenim  or  coun¬ 
teracted  by  a  method  approved  by  Vet¬ 
erinary  Services. 

(b)  Each  monolayer  shall  be  main¬ 
tained  for  at  least  14  days  and  shall  be 
subcultured  at  least  once  during  the 
maintenance  period.  The  monolayers 
shall  be  examined  regularly  through¬ 
out  this  period  for  evidence  of  virus  in¬ 
duced  abnormalities.  At  subculturing 
at  least  one  inoculated  monolayer  and 
one  control  monolayer  of  each  cell 
type  shall  be  planted  onto  suitable 
surfaces  for  the  tests  for  cytopathic 
viruses,  hemadsorbing  virus,  and  when 
applicable,  for  the  fluorescent  anti¬ 
body  (FA)  test.  At  the  conclusion  of 
the  maintenance  period,  and  at  least  7 
days  after  subculturing,  at  least  one 
inoculated  and  one  uninoculated  con¬ 
trol  monolayer  of  each  cell  type  which 
are  at  least  90  percent  confluent  shall 
be  tested  for  cytopathic  and  hemad¬ 
sorbing  extraneous  viruses. 

(1)  Test  for  hemadsorbing  viruses.  At 
least  one  inoculated  and  one  control 
monolayer  of  each  cell  type  shall  be 
washed  with  several  changes  of  phos¬ 
phate  buffered  saline.  A  mixed  suspen¬ 
sion  of  0.2  percent  guinea  pig.  chicken, 
and  human  “O”  erythrocytes  shall  be 
added,  and  the  cells  incubated  at  4*  C 
and  25*  C  for  an  appropriate  incuba¬ 
tion  period  and  the  monolayer  exam¬ 
ined  for  evidence  of  hemadsorption. 

(2)  Test  for  cytopathic  viruses.  At 
least  one  inoculated  and  one  control 
monolayer  of  each  cell  type,  each  with 
a  total  area  of  at  least  8  cm*,  shall  be 
stained  with  a  suitable  ecological 
stain  and  the  entire  monolayer  exam¬ 
ined  for  evidence  of  inclusion  bodies, 
abnormal  number  of  giant  cells,  or 
other  cytopathology  indicative  of  cell 
abnormalities  attributable  to  an  ex¬ 
traneous  virus. 

(c)  Each  MSV  shall  be  tested  by  the 
FA  technique  for  the  presence  of  ap¬ 
plicable  extraneous  viruses  normally 
associated  with  those  species  for 
which  the  vaccine  is  intended  and  for 
those  viruses  that  would  not  be  detect¬ 
ed  by  other  required  test  methods. 
The  most  susceptible  cell  type,  from 
among  those  inoculated  with  MSV 
shall  be  used  for  each  extraneous 
virus.  The  monolayers  for  the  FA 
technique  shall  be  prepared  at  the 
time  of  subculturing  as  described  in 
paragraph  (b)  of  this  section.  Positive 
control  monolayers  shall  be  prepared 
from  the  innoculated  cells  by  infecting 
a  portion  of  the  cells  with  the  specific 
vims  being  tested  for.  The  remaining 
uninoculated  cells  shall  serve  as  nega¬ 
tive  controls.  (If  the  MSV  has  been 
neutralized  with  a  monospecific  anti¬ 
serum.  the  antiserum  must  be  shown 
to  be  free  of  neutralizing  antibody  for 
the  virus  being  tested  for.)  The  test 
system  for  each  extraneous  virus  shall 


consist  of  at  least  4  MSV-inoculated 
monolayers.  4  positive  control  mono- 
layers.  and  4  negative  control  mono- 
layers.  Each  group  of  4  monolayers 
shall  have  a  total  area  of  at  least  8 
cm*.  At  the  conclusion  of  the  mainte¬ 
nance  period,  and  at  least  7  days  after 
subculturing,  the  monolayers  shall  be 
processed  and  stained  with  the  appro¬ 
priate  antiviral  fluorescein  tagged 
antibody,  and  examined  for  the  pres¬ 
ence  of  specific  fluorescence  attribut¬ 
able  to  the  virus. 

(1)  The  viruses  specified  and  the  test 
conducted  will  depend  upon  the  spe¬ 
cies  in  which  the  MSV  was  previously 
passed  or  presently  propagated  and 
upon  the  species  for  which  the  vaccine 
is  intended.  When  applicable,  reagents 
for  the  tests  may  be  furnished  by  Vet¬ 
erinary  Services. 

(2)  Positive  control  monolayers  may 
be  fixed  at  an  earlier  time  if  fluores¬ 
cence  is  enhanced  by  so  doing.  Mono- 
layers  that  are  so  treated  shall  be 
stained  at  the  same  time  as  the  MSV- 
inoculated  monolayers  and  the  nega¬ 
tive  control  monolayers. 

(d)  Interpretation  of  results.  (1)  If 
the  MSV-inoculated  cells  show  any 
evidence  of  specific  cytopathologry  or 
hemadsorption  attributable  to  an  ex¬ 
traneous  virus,  the  MSV  is  unsatisfac¬ 
tory  and  shall  not  be  used  to  prepare 
biological  products.  If  an  extraneous 
virus  is  suspected  because  of  cytopath¬ 
ology  or  hemadsorption  and  cannot  be 
eliminated  as  a  possibility  by  addition¬ 
al  testing,  the  MSV  is  unsatisfactory, 
and  shall  not  be  used  to  prepare  bio¬ 
logical  products. 

(2)  If  the  MSV-inoculated  cells  show 
any  evidence  of  specific  viral  fluores¬ 
cence,  the  MSV  is  unsatisfactory  and 
shall  not  be  used  to  prepare  biological 
products:  Provided,  That,  if  specific 
fluorescence  attributable  to  the  virus 
is  absent  in  more  than  one  of  the  mon¬ 
olayers  deliberately  inoculated  as  posi¬ 
tive  controls,  the  test  is  inconclusive 
and  may  be  repeated. 

(3)  If  the  fluorescence  of  the  mono- 
layers  inoculated  with  the  specific 
virus  as  positive  controls  is  equivocal, 
or  if  the  uninoculated  monolayers 
show  equivocal  fluorescence  indicating 
possible  viral  contamination,  or  both, 
the  test  shall  be  declared  inconclusive 
and  may  be  repeated:  Provided,  That, 
if  the  test  is  not  repeated,  the  MSV 
shall  be  regarded  as  unsatisfactory 
and  shall  not  be  used  to  prepare  bio¬ 
logical  products. 

(21  U.S.C.  151  and  154;  37  FR  28477.  28646; 
38  FR  19141.) 

Done  at  Washington,  D.C..  this  13th 
day  of  March  1978. 

Note.— The  Animal  and  Plant  Health  In¬ 
spection  Service  has  determined  that  this 
document  does  not  contain  a  major  proposal 
requiring  preparation  of  an  inflation  impact 
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statement  under  Executive  Order  11821  and 
OMB  Circular  A-107. 

-  J.  K.  Atwell. 
Acting  Deputy  Administrator, 
Veterinary  Services. 
tPR  Doc.  78-718S  Piled  8-16-78;  8:45  am] 
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CHAPTER  III— FOOD  SAFETY  AND 
QUALITY  SERVICE  MEAT  AND 
POULTRY  INSPECTION,  DEPART- 
MENT  OF  AGRICULTURE 

SUBCMAPTEI  »— VOLUNTARY  INSPECTION 
AND  CERTIFICATION  SERVICE 

SUPPLEMENTAL  RULES  OF  PRACTICE 

AGENCY:  Food  Safety  and  Quality 
Service,  USDA. 

ACTION:  Pinal  rule. 

SUMMARY:  This  document  amends 
certain  regulations  under  the  Agricul¬ 
tural  Marketing  Act  of  1946,  as 
amended,  to  bring  such  regulations 
into  compliance  with  the  Depart¬ 
ment’s  rules  of  practice,  published 
January  4,  1977  (42  FR  743-749),  gov¬ 
erning,  among  other  things,  formal  ad¬ 
judicatory.  administrative  proceedings 
and  the  denial  or  withdrawal  of  volun¬ 
tary  inspection  or  certification  services 
under  the  Agricultural  Marketing  Act 
of  1946.  as  amended. 

EFFECTIVE  DATE:  March  17.  1978. 

FOR  FURTHER  INPORMA'nON 
CONTACT: 

Dr.  W.  J.  Minor,  Chief  SUff  Officer. 
Issuance  Coordination  Staff.  Techni¬ 
cal  Services,  Meat  and  Poultry  In¬ 
spection  Program,  Food  Safety  and 
Quality  Service,  U.S.  Department  of 
Agriculture,  Washington,  D.C.  20250, 
202-447-6189. 

SUPPLEMENTARY  INFORMATION: 
On  January  4,  1977,  the  Department 
of  Agriculture  promulgated  rules  of 
practice,  published  in  the  Federal 
Register  at  42  FR  743-749,  governing, 
inter  alia,  formal  adjudicatory,  admin¬ 
istrative  proceedings  under  the  regula¬ 
tions  promulgated  under  the  Agricul¬ 
tural  Marketing  Act  of  1946,  as 
amended  (7  U.S.C.  1621  et  seq.).  for 
the  denial  or  withdrawal  of  voluntary 
inspection  or  certification  service.  The 
Department’s  rules  of  practice  (7  CFR 
1.130  et  seq.)  became  effective  on  Feb¬ 
ruary  1,  1977,  and  superseded  all  rules 
of  practice  and  regulations  which  were 
in  conflict  with  such  rules.  The  De¬ 
partment’s  rules  of  practice  require 
the  Administrator  of  each  agency  ad¬ 
ministering  the  programs  involved  to 
publish  documents  revoking  any  rules 
or  regulations  superseded  by  the  new 
rules  and  promulgating  new  or  addi¬ 
tional  and  supplemental  rules  and  reg¬ 
ulations  relating  to  particular  circum¬ 


stances  arising  in  connection  with  pro¬ 
ceedings  under  the  statutes  and  regu¬ 
lations  administered  by  them,  pursu¬ 
ant  to  such  new  rules.  Supplemental 
rules  of  practice  and  revised  regula¬ 
tions  governing  some  programs  for¬ 
merly  administered  by  the  Animal  and 
Plant  Health  Inspection  Service  have 
previously  been  published  in  the  Fed¬ 
eral  Register  in  separate  documents 
(42  FR  10959,  10962).  However,  those 
supplemental  rules  of  practice  and 
regulations  did  not  amend  certain  reg¬ 
ulations  (9  CFR  Parts  350,  351,  354, 
355,  and  362)  under  the  Agricultural 
Marketing  Act  of  1946,  as  amended, 
formerly  administered  by  the  Animal 
and  Plant  Health  Inspection  Service 
and  now  administered  by  the  Food 
Safety  and  Quality  Service. _ 

Those  regulations  in  9  CFR.  Parts 
350,  354,  and  355  authorize  the  ’’Ad¬ 
ministrator”  to  withdraw  or  deny  in¬ 
spection  service  under  certain  speci¬ 
fied  circumstances.  The  regulations  in 
this  respect  are  inconsistent  with  the 
Department’s  rules  of  practice  which 
authorize  such  actions,  after  opportu¬ 
nity  for  a  hearing,  by  an  Administra¬ 
tive  Law  Judge,  and,  upon  appeal  from 
a  decision  of  such  Judge,  by  the  Judi¬ 
cial  Officer  of  this  Department.  Ac¬ 
cordingly.  the  regulations  are  being 
amended  to  provide  for  such  actions 
by  those  officials  in  accordance  with 
the  Department’s  rules  of  practice. 
Pending  final  determination  in  such 
matters,  the  Administrator  or  other 
specified  officials  of  the  Food  Safety 
and  Quality  Service  will  still  have  au¬ 
thority  to  suspend,  deny,  or  withdraw 
inspection  service  as  provided  in  the 
regulations  (9  CTR  350.6,  351.20, 
354.45,  and  355.38).  With  repect  to 
such  actions,  regulations  are  being 
issued  to  provide  for  notification  to 
the  affected  parties  with  respect  to 
the  determination  of  the  Administra¬ 
tor  or  other  specified  officials.  The 
regulations  in  9  CFR  Part  362,  con¬ 
cerning  Volimtary  Poultry  Inspection, 
are  also  being  amended,  for  clarifica¬ 
tion  purposes,  to  specify  the  applica¬ 
bility  of  the  Department’s  rules  of 
practice  and  supplemental  rules  of 
practice  to  certain  proceedings  under 
those  regulations. 

The  regulations  are  amended  as  fol¬ 
lows: 

PART  350— SPEOAL  SERVICES  RELAT¬ 
ING  TO  MEAT  AND  OTHER  PROD¬ 
UCTS 

1.  A  new  §  350.2(k)  is  added  to  Sub¬ 
chapter  B,  CHiapter  III,  Title  9  of  the 
Code  of  Federal  Regulations  (9  CFR 
350.2(k)),  to  define  the  term  ’’Secre¬ 
tary”  as  follows: 

§  350.2  Deflnitions. 

•  •  •  •  • 

(k)  Secretary.  'The  Secretary  of  Agri¬ 
culture  of  the  United  States,  or  any  of¬ 


ficer  or  employee  of  the  Department 
to  whom  authority  has  heretofore 
been  delegated,  or  may  hereafter  be 
delegated,  to  act  in  his  stead  in  con¬ 
nection  with  the  function  involved. 

2.  Section  350.6(b)  of  Subchapter  B. 
Chapter  III,  Title  9  of  the  Code  of 
Federal  Regulations  (9  CFR  350.6(b)), 
is  amended  by  deleting  the  term  ”Ad- 
miiiistrator”  in  the  first  sentence  of 
said  section  and  inserting  in  lieu  there¬ 
of  the  term  ’’Secretary,”  and  by  delet¬ 
ing  the  second  sentence  of  said  section 
and  inserting  the  following  in  lieu 
thereof: 

S  350.6  Denial  or  withdrawal  of  service. 

•  G  •  G  G 

(b)  •  •  •.  When  the  Administrator 
determines  that  the  public  interest  so 
requires,  he  may  deny  or  withdraw 
service  provided  for  in  this  Part,  with¬ 
out  a  hearing,  pending  final  determi¬ 
nation  of  the  matter.  The  applicant  or 
recipient  of  service  involved  shall  be 
notified  of  the  Administrator’s  deci¬ 
sion  to  deny  or  suspend  service  and 
the  reasons  therefor,  in  writing,  in  the 
manner  prescribed  in  §  1.147(b)  of  the 
rules  of  practice  (7  CFR  1.147(b)),  or 
orally.  The  Administrator’s  decision  to 
deny  or  suspend  the  service  shall  be 
effective  upon  such  oral  or  written  no¬ 
tification.  whichever  is  earlier,  to  the 
applicant  or  recipient  of  service.  If 
such  notification  is  oral,  the  Adminis¬ 
trator  shall  confirm  such  decision  and 
the  reasons  therefor,  in  writing,  as 
promptly  as  circumstances  permit,  and 
such  written  confirmation  shall  be 
served  upon  the  applicant  or  recipient 
of  service,  in  the  manner  prescribed  in 
§  1.147(b)  of  the  rules  of  practice  (7 
CFR  1.147(b)). 

3.  A  new  §350.8  is  added  to  Sub¬ 
chapter  B,  Chapter  HI.  ’Title  9  of  the 
Code  of  Federal  Regulations  (9  CFR 
350.8),  to  read  as  follows: 

§  350.8  Scope  and  applicability  of  rules  of 
practice. 

The  rules  of  practice  of  the  Depart¬ 
ment  of  Agriculture  in  subpart  H  of 
Part  I,  Subtitle  A,  Title  7  of  the  Code 
of  Federal  Regulations,  are  the  rules 
of  practice  applicable  to  adjudicatory, 
administrative  proceedings  under  the 
regulations  in  this  part  (9  CFR  Part 
350). 


PART  351— CERTIFICATION  OF  TECH¬ 
NICAL  ANIMAL  FATS  FOR  EX¬ 
PORT 

4.  Section  351.20  of  Subchapter  B, 
Chapter  HI.  Title  9  of  the  Code  of 
Federal  Regulations  (9  CFR  351.20),  is 
amended  by  adding  three  new  sen¬ 
tences  to  the  end  of  paragraph  (b)  and 
by  adding  a  new  paragraph  (c)  to  read 
as  follows: 
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f  S61^  Withdrawal  of  senicc  froai  certi* 
fled  plaats. 

•  •  *  *  • 

(b)  •  •  The  operator  of  the  certi¬ 
fied  plant  shall  be  notified  of  the  Ad¬ 
ministrator’s  decision  to  suspend  sum¬ 
marily  the  certification  service  at  such 
plant  and  the  reasons  therefor,  in 
writing,  in  the  manner  prescribed  in 
5 1.147(b)  of  the  rules  of  practice  (7 
CPR  1.147(b)),  or  orally.  The  Adminis¬ 
trator’s  decision  to  suspend  summarily 
the  certification  service  shall  be  effec¬ 
tive  upon  such  oral  or  written  notifica¬ 
tion,  whichever  is  earlier,  to  the  opera¬ 
tor  of  the  certified  plant.  If  such  noti¬ 
fication  is  oral,  the  Administrator 
shall  confirm  such  decision,  and  the 
reasons  therefor,  in  writing,  as 
promptly  as  circumstances  permit,  and 
such  written  confirmation  shall  be 
served  upon  the  operator  of  the  certi¬ 
fied  plant,  in  the  manner  prescribed  in 
§  1.147(b)  of  the  rules  of  practice  (7 
CFR  1.147(b)). 

(c)  The  rules  of  practice  of  the  De¬ 
partment  of  Agriculture  in  Subpart  H 
of  Part  I,  Subtitle  A,  Title  7  of  the 
Code  of  Federal  Regulations,  are  the 
rules  of  practice  applicable  to  adjudi¬ 
catory,  administrative  proceedings 
under  the  regulations  in  this  Part  (9 
CFR  Part  351). 


PART  354— VOLUNTARY  INSPECTION 

OF  RABBITS  AND  EDIBLE  PROD- 

UaS  THEREOF 

5.  Section  354.45(a)  of  Subchapter  B, 
of  Chapter  III,  Title  9  of  the  Code  of 
Federal  Regulations  (9  CPU 
354.45(a)),  is  amended  by  deleting  the 
term  “Administrator”,  each  time  it  ap¬ 
pears  therein,  and  inserting  in  lieu 
thereof  the  term  “Secretary”. 

6.  Section  354.45(b)  of  Subchapter  B, 
of  Chapter  III,  Title  9  of  the  Code  of 
Federal  Regulation  (9  CFR  354.45(b)) 
is  amended  to  read  as  follows: 

§  354.45  Denial  of  service 

•  •  *  W  • 

(b)  Whenever  the  Administrator  has 
reason  to  believe  that  any  person  or 
his  employee,  agent,  or  representative 
has  flagrantly  or  repeatedly  commit¬ 
ted  any  of  the  acts  or  practices  speci¬ 
fied  in  §§354.46  to  354.51,  he  may, 
without  hearing,  direct  that  the  bene¬ 
fits  of  the  Act  be  denied  such  person, 
including  any  agents,  officers,  subsid¬ 
iaries,  or  affiliates  of  such  person, 
pending  investigation  and  hearing, 
and  shall  give  notice  thereof  to  any 
such  person  in  the  manner  prescribed 
in  §  1.147(b)  of  the  rules  of  practice  (7 
CFR  1.147(b)).  The  Administrator’s 
decision  to  deny  the  benefits  of  the 
Act  to  any  such  person,  including  any 
agents,  officers,  subsidiaries,  or  affili¬ 
ates  of  such  person,  shall  be  effective 
upon  service  of  such  notice.  A  written 
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petition  for  reconsideration  of  such  in¬ 
terim  denial  may  be  filed  with  the  Ad¬ 
ministrator  by  any  person  so  denied 
the  benefits  of  the  Act  within  10  days 
after  notice  of  the  interim  deniaL 
Such  petition  shall  state  specifically 
the  errors  alleged  to  have  been  made 
by  the  Administrator  in  denying  the 
benefits  of  the  Act  pending  investiga¬ 
tion  and  hearing.  Within  20  days  fol¬ 
lowing  the  receipt  of  such  petition  for 
reconsideration,  the  Administrator 
shall  reinstate  the  benefits  of  the  Act 
or  notify  the  petitioner  of  the  reasons 
for  continued  interim  denial. 

7.  A  new  §354.248  is  added  to  Sub¬ 
chapter  B,  Chapter  III,  Title  9  of  the 
Code  of  Federal  Regulations  (9  CFR 
354.248),  to  read  as  follows: 

§354.248  Scope  and  applicability  of  rules 
of  practice. 

The  rules  of  practice  of  the  Depart¬ 
ment  of  Agriculture  in  Subpart  H  of 
Part  I,  Subtitle  A,  'Title  7  of  the  Code 
of  Federal  Regulations,  are  the  rules 
of  practice  applicable  to  adjudicatory, 
administrative  proceedings  under  the 
regulations  in  this  part  (9  CFR  Part 
354). 


PART  355— CERTIFIED  PRODUCTS 
FOR  DOGS,  CATS,  AND  OTHER 
CARNIVORA;  INSPECTION,  CERTI- 
FICATION,  AND  IDENTIFICATION 
AS  TO  CLASS,  QUALITY,  QUANTI- 
TY,  AND  CONDITIONS 

8.  Section  355.38  of  Subchapter  B, 
Chapter  III,  'Title  9  of  the  Code  of 
Federal  Regulations  (9  CFR  355.38),  is 
amended  by  inserting  the  following 
after  the  second  sentence  of  said  sec¬ 
tion: 

§  355.38  Withdrawal  of  service. 

•  The  operator  of  the  inspect¬ 
ed  plant  shall  be  notified  of  the  Ad¬ 
ministrator’s  decision  to  suspend  such 
inspection,  certification  or  identifica¬ 
tion  service,  and  the  reasons  therefor, 
in  writing,  in  the  manner  prescribed  in 
§  1.147(b)  of  the  rules  of  practice  (7 
CFR  1.147(b)),  or  orally.  The  Adminis¬ 
trator’s  decision  to  suspend  such  in¬ 
spection,  certification  or  identification 
service  shall  be  effective  upon  such 
oral  or  written  notification,  whichever 
is  earlier,  to  the  operator  of  the  plant. 
If  such  notification  is  oral,  the  Admin¬ 
istrator  shall  confirm  such  decision 
and  the  reasons  therefor,  in  writing,  as 
promptly  as  circumstances  permit,  and 
such  written  confirmation  shall  be 
served  upon  the  operator  of  the  in¬ 
spected  plant,  in  the  manner  pre¬ 
scribed  in  §  1.147(b)  of  the  rules  of 
practice  (7  CFR  1.147(b)).  •  •  • 

9.  A  new  §355.43  is  added  to  Sub¬ 
chapter  B,  Chapter  III,  Title  9  of  the 
Code  of  Federal  Regulations  (9  CFR 
355.43),  to  read  as  follows: 


§355.43  Scope  and  applicability  of  rules 
of  practice. 

The  rules  of  practice  of  the  Depart¬ 
ment  of  Agriculture  in  Subpart  H  of 
Part  I,  Subtitle  A,  Title  7  of  the  Code 
of  Federal  Regulations,  are  the  rules 
of  practice  applicable  to  adjudicatory, 
adminlnstrative  proceedings  under  the 
regulations  in  this  part  (9  CFR  Part 
355). 


PART  362— VOLUNTARY  POULTRY 
INSPECTION  REGULATIONS 

10.  Section  362.4  of  Subchapter  B, 
Chapter  III,  Title  9  of  the  Code  of 
Federal  Regulations  (9  CFR  362.4)  is 
amended  as  follows: 

§  362.4  Denial  or  withdrawal  of  service. 

(a)  •  •  • 

(2)  Procedure.  An  application  or  re¬ 
quest  for  service  may  be  rejected,  or 
benefits*  of  the  service  may  be  other¬ 
wise  denied  to  or  withdrawn  by  the 
Secretary,  as  provided  by  this  para¬ 
graph,  after  notice  and  opportunity 
for  hearing  before  a  proper  official  of 
the  Department.  'The  Administrator 
may  reject  an  application  or  request 
for  service  or  deny  or  withdraw  service 
under  this  paragraph  without  hearing, 
pending  final  determination  of  the 
matter,  when  he  determines  that  the 
public  interest  so  requires.  The  opera¬ 
tor  or  applicant  of  such  plant  shall  be 
notified  of  the  Administrator’s  deci¬ 
sion  to  reject  the  application  or  re¬ 
quest  for  service  or  to  deny  or  with¬ 
draw  such  service,  and  the  reasons 
therefor,  in  writiiig,  in  the  manner 
prescribe  in  §  1.147(b)  of  the  rules  of 
practice  (7  CFR  1.147(b)).  or  orally. 
The  Administrator’s  decision  to  reject 
an  application  or  request  for  service  or 
to  deny  or  withdraw  the  benefits  of 
service  under  the  Act  shall  be  effective 
upon  such  oral  or  written  notification, 
whichever  is  earlier,  to  the  operator  or 
applicant  of  such  plant.  If  such  notifi¬ 
cation  is  oral,  the  Administrator  shall 
confirm  such  decision,  and  the  reasons 
therefor,  in  writing,  as  promptly  as  cir- 
ciunstances  permit,  and  such  written 
confirmation  shall  be  served  upon  the 
operator  or  applicant  of  such  plant  in 
the  manner  prescribed  in  §  1.147(b)  of 
the  rules  of  practice  (7  CFR  1.147(b)). 

(b)  •  •  • 

(2)  Procedure.  An  application  or  re¬ 
quest  for  service  may  be  rejected,  or 
benefits  of  the  service  may  be  other¬ 
wise  denied  to  or  withdrawn  by  the 
Secretary,  as  provided  by  this  para¬ 
graph.  after  notice  and  opportunity 
for  hearing  before  a  proper  official  of 
the  Department.  The  Administrator 
may  reject  an  application  or  request 
for  service  or  deny  or  withdraw  service 
under  this  paragraph  without  hearing, 
pending  final  determination  of  the 
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matter,  when  he  determines  that  the 
public  interest  so  requires.  The  opera¬ 
tor  or  applicant  of  such  plant  shall  be 
notified  of  the  Administrator’s  deci¬ 
sion  to  reject  the  application  or  re- 
"  quest  for  service  or  to  deny  or  with¬ 
draw  such  service,  and  the  reasons 
therefor,  in  writing,  in  the  manner 
prescribed  in  51  147' b  *  of  the  rules  of 
practice  (7  CPR  1.147(b»,  or  orally 
The  Administrator’s  decision  to  reject 
an  application  or  request  for  service  or 
to  deny  or  withdraw  the  benefits  of 
service  under  the  Act  shall  be  effective 
upon  such  oral  or  written  notification, 
whichever  is  earlier,  to  the  operator  or 
applicant  of  such  plant.  If  such  notifi¬ 
cation  is  oral,  the  Administrator  shall 
confirm  such  decision,  and  the  reasons 
therefor,  in  writing,  as  promptly  as  cir¬ 
cumstances  permit,  and  such  written 
confirmation  shall  be  served  upon  the 
operator  or  applicant  of  such  plant  in 
the  manner  prescribed  in  §  1.147(b>  of 
the  rules  of  practice  (7  CFR  1.147(b)). 

(c)  For  misceUaneotu  reasons.  An 
application  or  a  request  for  service 
may  be  rejected,  or  the  benefits  of  the 
service  may  be  otherwise  denied  to,  or 
withdrawn  from,  any  person,  without 
a  hearing,  by  the  official  in  charge  of 
the  appropriate  regional  office,  with 
the  concurrence  of  the  Regional  Direc¬ 
tor  (1)  for  administrative  reasons  such 
as  the  nonavailability  of  personnel  to 
perform  the  service;  (2)  for  the  failure 
to  pay  for  service;  (3)  in  case  the  appli¬ 
cation  or  request  relates  to  birds  or 
products  which  are  not  eligible  for  ser¬ 
vice  under  this  Part  362;  or  (4)  in  case 
the  person  is  a  partnership,  corpora¬ 
tion,  or  other  person  from  whom  the 
benefits  of  the  service  are  currently 
being  withheld  under  paragraph  (a)  of 
this  section.  Notice  of  such  rejection, 
denial,  or  withdrawal,  and  the  reasons 
therefor,  shall  promptly  be  given  to 
the  person  involved.  ’The  operator  or 
applicant  of  such  plant  shall  be  noti¬ 
fied  of  such  decisions  to  reject  an  ap¬ 
plication  or  request  for  service  or  to 
deny  or  withdraw  the  benefits  of  the 
service,  and  the  reasons  therefor,  in 
writing,  in  the  manner  prescribed  in 
5 1.147(b)  of  the  rules  of  practice  (7 
CFR  1.147(b)),  or  orally.  Such  decision 
shall  be  effective  upon  such  oral  or 
written  notification,  whichever  is  earli¬ 
er,  to  the  operator  or  applicant  of 
such  plant.  If  such  notification  is  oral, 
the  person  making  such  decision  shall 
confirm  such  decision,  and  the  reasons 
therefor,  in  writing,  as  promptly  as  cir¬ 
cumstances  permit,  and  such  written 
confirmation  shall  be  served  upon  the 
operator  or  applicant  of  such  plant  in 
the  manner  prescribed  in  §  1.147(b)  of 
the  rules  of  practice  (7  CFR  1.147(b)). 

(d)  Scope  and  applicability  of  rules 
of  practice.  The  rules  of  practice  of 
the  Department  of  Agriculture  in  Sub¬ 
part  H  of  Part  I,  Subtitle  A.  Title  7  of 
the  Code  of  Federal  Regulations,  are 
the  rules  of  practice  applicable  to  ad¬ 
judicatory,  administrative  proceedings 


under  the  regulations  in  this  part  (9 
CFR  Part  362). 

(Secs.  203.  205,  60  Stat.  1087,  1090;  7  U.S.C. 
1622, 1624.) 

These  new  and  amended  regulations 
are  required  so  that  the  regulations 
governing  voluntary  inspection  service 
imder  the  Agricultural  Marketing  Act 
of  1946,  as  amended,  will  conform  with 
the  Department’s  rules  of  practice.  It 
does  not  appear  that  public  participa¬ 
tion  in  this  rulemaking  proceeding 
would  provide  the  Department  with 
any  additional  relevant  information 
which  would  alter  the  actions  reflect¬ 
ed  in  this  document.  Accordingly,  it  is 
concluded  that  public  participation  in 
this  rulemaking  proceeding  is  imprac¬ 
ticable  and  unnecessary,  and  under 
the  administrative  procedure  provi¬ 
sions  in  5  U.S.C.  553,  good  cause  is 
found  for  making  these  regulations  ef¬ 
fective  less  than  30  days  after  publica¬ 
tion  in  the  Federal  Register. 

Note.— The  Food  Safety  and  Quality  Ser¬ 
vice  has  determined  that  this  document 
does  not  contain  a  major  proposal  requiring 
preparation  of  an  Inflation  Impact  State¬ 
ment  under  Executive  Order  11821  and 
OMB  Circular  A-107. 

Done  at  Washington,  D.C.,  on  March 
13. 1978. 

Robert  Angelotti, 
Administrator, 

Food  Safety  and  Quality  Service. 
[FR  Doc.  78-7131  FUed,  3-18-78;  8:45  am] 

[4110-03] 

TifI*  21 — Food  and  Drugs 

CHAPTER  I— FOOD  AND  DRUG  AD¬ 
MINISTRATION,  DEPARTMENT  OF 
HEALTH,  EDUCATION,  AND  WEL- 
FARE 

SUBCHAPTER  A— GENERAL 
[Docket  No.  77C-0381] 

DAC  BLUE  NO.  6 

Confirmation  of  Effoctivo  Dot# 

AGENCY:  Food  and  Drug  Administra¬ 
tion. 

ACTION:  Final  rule. 

SUMMARY:  This  document  confirms 
the  effective  date  of  January  13,  1978, 
for  a  regulation  concerning  the  use  of 
D&C  Blue  No.  6  in  coloring  polyethyl¬ 
ene  terephthalate  sutures  and  poly¬ 
propylene  sutures  for  use  in  general 
surgery,  and  in  coloring  plain  or  chro¬ 
mic  collagen  absorbable  sutures  for 
use  in  general  and  ophthalmic  sur¬ 
gery. 

DATE:  Effective  date  confirmed:  Jan¬ 
uary  13. 1978. 

FOR  FURTHER  INFORMATION 
CONTACT: 

Oerad  L.  McCowin,  Bureau  of  Foods 
(HFF-334).  Food  and  Drug  Adminis¬ 


tration,  Department  of  Health,  Edu¬ 
cation,  and  Welfare,  200  C  Street 
SW..  Washington.  D.C.  20204,  202- 
472-5740. 

SUPPLEMENTARY  INFORMATION: 
A  regulation  published  in  the  Federal 
Register  of  December  13,  1977  (42  FR 
62471),  amended  Chapter  I  in  Parts  74. 
81.  and  82  (21  CFR  Parts  74.  81.  and 
82).  The  regulation  added  §  74.1106  (21 
CFR  74.1106)  to  Subpart  B  of  Part  74 
to  provide  for  the  safe  use  of  D&C 
Blue  No.  6  in  coloring  polyethylene 
terephthalate  sutures  and  [>olypropy- 
lene  sutures  for  use  in  general  surgery, 
and  in  coloring  plain  or  chromic  colla¬ 
gen  absorbable  sutures  for  use  in  gen¬ 
eral  and  ophthalmic  surgery.  The  reg¬ 
ulation  also  removed  D&C  Blue  No.  6 
from  the  provisionally  listed  colors  in 
Parts  81  and  82  by  deleting  it  from  the 
list  in  581.1(b)  (21  CFR  81.1(b)).  and 
by  revoking  the  section  on  its  specifi¬ 
cations.  5  82.1106  (21  CFR  82.1106). 

Under  the  Federal  Food,  Drug,  and 
Cosmetic  Act  (sec.  706  (b),  (c).  and  (d), 
74  Stat.  399-403  (21  U.S.C.  376  (b),  (c). 
and  (d)))  and  imder  authority  delegat¬ 
ed  to  the  Commissioner  of  Food  and 
Drugs  (21  CFR  5.1),  notice  is  given 
that  no  objection  or  requests  for  hear¬ 
ing  were  filed  in  response  to  the  regu¬ 
lation  of  December  13,  1977.  Accord¬ 
ingly,  the  amendments  promulgated 
thereby  became  effective  on  January 
13. 1978. 

Dated:  March  13, 1978. 

William  F.  Randolph, 
Acting  Associate  Commissioner 
for  Compliance. 
[FR  Doc.  78-7072  FUed  3-16-78;  8:45  am] 


[4110-03] 

PART  14— PUBLIC  HEARING  BEFORE 
A  PUBLIC  ADVISORY  COMMIHEE 

Ponol  on  Review  of  Vitamin,  Mineral, 
and  Hematinic  Drug  Products;  Ter¬ 
mination 

AGENCY:  Food  and  Drug  Administra¬ 
tion. 

ACTION:  Final  rule. 

SUMMARY:  Under  the  public  advis¬ 
ory  committee  procedures,  the  Food 
and  Drug  Administration  announces 
the  termination  of  the  Panel  on 
Review  of  Vitamin,  Mineral,  and  He¬ 
matinic  Drug  Products  and  amends 
the  regulation  listing  the  standing  ad¬ 
visory  committees.  The  panel  was  ter¬ 
minated  on  February  28,  1978  because 
it  was  no  longer  needed. 

EFFECTIVE  DATE:  March  17, 1978. 
FOR  FURTHER  INFORMATION 
CONTACT: 

’Thomas  M.  DeCillis,  Bureau  of 
Drugs  (HFD-510),  Food  and  Drug 
Administration,  Department  of 
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Health,  Education,  and  Welfare, 

5600  Fishers  Lane  Rockville,  Md. 

20857,  301^3-4960. 

SUPPLEMENTARY  INFORMATION: 
The  panel’s  functions  were  to  review 
and  evaluate  available  data  concerning 
the  safety  and  effectiveness  of  nonpre- 
acription  vitamin,  mineral,  and  hema- 
tinic  drug  products.  The  conclusions 
and  recommendations  in  the  panel’s 
report  will  be  published  in  a  future 
issue  of  the  Federal  Register. 

Accordingly,  the  usefulness  of  the 
panel  has  been  served,  and  the  panel  is 
no  longer  needed.  On  February  28, 
1978,  the  charter  of  this  panel  expired, 
and  renewal  will  not  be  requested  of 
the  Secretary  of  Health,  Education, 
and  Welfare. 

Since  this  is  a  technical  conforming 
amendment  to  Part  14  (21  CFR  Part 
14),  the  Commissioner  of  Food  and 
Drugs  finds  there  is  good  cause  for  the 
rule  to  be  effective  immediately. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (sec.  701(a),  52 
SUt.  1055  (21  U.S.C.  371(a)))  and 
under  authority  deleglated  to  the 
Ccmimissioner  (21  C^FR  5.1),  Part  14  is 
amended  in  §14.100  Ust  of  standing 
advisory  committees,  by  deleting  para¬ 
graph  (cK20KiKo). 

Effective  date:  March  17,  1978. 

(Sec.  701(a).  52  SUt.  1055  (21  U.S.C. 
371(a)).) 

Dated:  March  10. 1978. 

William  P.  Randolph, 
Acting  Associate  Commissioner 
for  Compliance. 

[PR  Doe.  78-6768  PUed  3-16-78;  8:45  am] 


[4110-03] 

SUBCHAPTEt  8— FOOD  F08  HUMAN 
CONSUMPTION 

[Docket  No.  75P-03471 

PART  131— MILK  AND  CREAM 

Revocation  of  Standard  of  Identity 
for  Sour  Cream  Dretsirtg 

AGENCY:  Food  and  Drug  Administra¬ 
tion. 

ACTION:  Final  rule. 

SUMMARY:  This  document  revokes 
the  stayed  standard  of  identity  for 
sour  cream  dressing.  It  has  been  decid¬ 
ed  that  the  standard  could  be  mislead¬ 
ing  to  consumers. 

EFFECTIVE  DATE:  March  17,  1978. 

FOR  FURTHER  INFORMATION 
CONTACrr: 

Eugene  T.  McGarrahan,  Bureau  of 
Foods  (HFF-415),  Food  and  Drug 
Administration,  Department  of 
Health,  Education,  and  Welfare,  200 
C  Street  SW.,  Washington.  D.C. 
20204,  202-245-1155. 


SUPPLEMENTARY  INFORMATION: 
The  Food  and  Drug  Administration 
advises  interested  persons  that  the 
previously  stayed  standard  of  identity 
for  sour  cream  dressing  (21  CFR 
131.164)  is  revoked  and  that  a  public 
hearing  will  not  be  held. 

A  standard  if  Identity  for  sour  cream 
dressing  (21  CFR  131.164)  was  pro¬ 
posed  in  the  Federal  Register  of 
August  2.  1973  (38  FR  20627).  The 
final  regulation  ruling  on  the  proposal 
was  published  in  the  Federal  Register 
of  May  7,  1974  (39  FR  15993).  The 
main  intent  of  the  standard  was  that 
the  use  of  the  word  “dressing”  in  the 
name  of  the  food  would  indicate  to  the 
consumer  that  there  was  a  difference 
between  sour  cream  and  sour  cream 
dressing,  i.e..  that  sour  cream  dressing 
could  be  fabricated  from  milk-derived 
ingredients  rather  than  from  “<a*eam.” 

A  written  objection  requesting  a 
hearing  was  filed  in  response  to  the 
final  regulation.  As  a  result,  in  the 
Federal  Register  of  April  29,  1975  (40 
FR  18549),  the  C(Hnmissioner  stayed 
the  effective  date  of  the  standard  of 
identity  for  sour  cream  dressing  (21 
CPR  131.164)  and  announced  that  a 
hearing  would  be  scheduled  at  a  later 
date  to  resolve  the  issues  raised  by  the 
objection. 

'The  request  for  a  hearing  was  from 
a  manufacturer  of  a  pourable  dressing 
for  salads  that  labeled  its  product 
“sour  cream  dressing”  even  though  it 
contained  only  a  small  amount  of  sour 
cream  solids.  The  manufacturer  con¬ 
tended  that  the  standard  of  identity 
for  sour  (^-eam  dressing  infringed  on 
its  use  of  the  name  “sour  cream  dress¬ 
ing.” 

Upon  reconsideration  of  the  entire 
matter,  the  Commissioner  of  Fcxxl  and 
Drugs  concludes  that  the  use  of  the 
words  “sour  cream”  in  the  name  of  a 
product  that  would  not  be  required  to 
contain  soiu*  cream  (as  defined  in  21 
CFR  131.160)  could  be  misleading  to 
the  consumer  and  has  therefore  decid¬ 
ed  that  the  standard  of  identity  for 
“sour  cream  dressing”  should  be  re¬ 
voked.  For  the  same  reason,  the  Com¬ 
missioner  has  decided  that  the  stan¬ 
dard  of  identity  for  "sour  half-and- 
half  dressing”  should  be  repealed;  a 
proposal  to  this  effect  appears  else¬ 
where  in  this  issue  of  the  Federal 
Register. 

Notwithstanding  the  revocation  of 
this  standard  of  identity,  the  Commis¬ 
sioner  advises  that  the  objector’s  prod¬ 
uct  does  not  contain  enough  sour 
cream  to  be  labeled  "sour  cream  dress¬ 
ing.”  Therefore,  its  product  is  consid¬ 
ered  to  be  misbranded  within  the 
meaning  of  section  403  of  the  Federal 
Food,  Drug,  and  Cosmetic  Act  (21 
U.S.C.  343)  and  is  subject  to  regula¬ 
tory  action. 

§  131.164  [Revoked] 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  401, 


701(e).  52  Stat.  1046,  70  Stat.  919  as 
amended  (21  U.S.C.  341,  371(e)))  and 
under  authority  delegated  to  the  Com¬ 
missioner  (21  CFR  5.1),  the  above- 
mentioned  hearing  is  hereby  cancelled 
and  Part  131  is  amended  by  revoking 
f  131.164  Sour  cream  dressing. 

Effective  date:  March  17, 1978. 

(Secs.  401,  701(e).  52  Stat.  1046,  70  Stat.  919 
as  amended  (21  U.S.C.  341,  371(e)).) 

Dated:  March  13.  1978. 

William  F.  Randolph. 

Acting  Associate  Commissioner 
for  Compliance. 

[FR  Doe.  78-7074  FUed  3-16-78;  8:45  am] 


[411(M>3] 

[Docket  No.  77P-03351 

SUBCHATTEt  D— OBUOS  FOB  HUMAN  USf 

PART  433— EXEMPTIONS  FROM 
ANTIBIOTIC  CERTIFICATION  AND 
LABELING  REQUIREMENTS 

Hypertontitivity  Testing;  Neomycin 

AGEINCY:  Food  and  Drug  Administra¬ 
tion. 

ACTION:  Final  rule. 

SUMMARY:  In  response  to  a  petition 
from  the  North  American  Contact 
Dermatitis  Group  of  the  American 
A(»i]emy  of  Dermatology,  the  antibi¬ 
otic  drug  regulations  are  being  amend¬ 
ed  to  exempt  from  certification  neo¬ 
mycin  sulfate  used  for  hypersensiti¬ 
vity  testing.  ’This  will  make  available 
to  physicians  a  standardized  testing 
material  to  determine  the  sensitivity 
of  patients  to  topical  drug  prepara¬ 
tions  containing  neomycin. 

DATES:  Effective  March  17,  1978; 
comments  by  April  17, 1978. 

ADDRESS:  Written  comments  (pref¬ 
erably  four  copies)  to  the  Hearing 
CHerk  (HFC-20),  Food  and  Drug  Ad¬ 
ministration.  Room  4  -65,  5600  Fisher 
Lane,  Rockville,  Md.  20857. 

FOR  FURTHER  INFORMATION 
CONTACT: 

Robert  J.  Rice,  Jr.,  Bureau  of  Drugs 
(HFD-30),  Food  and  Drug  Adminis¬ 
tration,  Department  of  Health,  Edu¬ 
cation.  and  Welfare,  5600  Fishers 
I.ane.  Rockville.  Md.  20857,  301-443- 
5220. 

SUPPLEMENTARY  INFORMATION: 
The  Commissioner  of  Food  and  Drugs 
has  received  a  petition  from  the  North 
American  Contact  Dermatitis  Group 
of  the  American  Academy  of  Derma¬ 
tology  requesting  that  neomycin  sul¬ 
fate  for  h3T?ersensitivity  testing  be 
exempted  from  the  certification  re¬ 
quirements  of  section  507  of  the  Fed¬ 
eral  Food,  Drug,  and  Cosmetic  Act  (21 
U.S.C.  357). 

The  Commissioner  recognizes  the 
medical  need  for  allergy  testing  sub- 
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stances  and  has  previously  provided 
for  shipment  of  nonantibiotic  new- 
drug  substances  as  defined  in 
S  310.3(g)  (21CFR  310.3(g))  for  such 
purposes  if  the  conditions  described  in 
s  310.103  (21  CFR  310.103)  are  met. 
Provisions  that  would  have  allowed  a 
similar  exemption  for  antibiotic  drugs 
were  not  included  at  that  time  because 
no  such  requests  had  been  received  by 
FDA. 

Trays  or  kits  containing  ingredients 
for  hypersensitivity  testing  are  distrib¬ 
uted  by  the  American  Academy  of 
Dermatology  in  an  effort  to  standard¬ 
ize  the  chemicals  used  by  physicians.. 
The  Academy  has  recommended  that 
neomycin  sulfate  ointment  containing 
200  milligrams  of  neomycin  per  gram 
be  included  as  one  of  the  diagnostic 
chemicals  in  its  testing  kit  because  of 
the  sensitizing  potential  of  neomycin. 
The  Commissioner  also  recognizes  the 
problem  of  neomycin  hypersensitivity. 
The  issue  of  neomycin  allergy  was  con¬ 
sidered  by  the  PDA’s  Advisory  Review 
Panel  on  OTC  Antimicrobial  (II)  Drug 
Products;  their  findings  were  a  part  of 
the  proposed  monograph  for  over-the- 
counter  (OTC)  topical  antibiotic  drugs 
published  in  the  Federal  Register  of 
April  1,  1977  (42  FR  17642). 

Because  neomycin  sulfate  is  an  anti¬ 
biotic.  it  is  subject  to  the  certification 
requirements  of  section  507  of  the 
Federal  Pood,  Drug,  and  Cosmetic  Act. 
However,  section  507(c)  of  the  act  pro¬ 
vides  that  antibiotics  may  be  exempt¬ 
ed  from  certification  requirements  if 
such  certification  Is  not  necessary  to 
ensure  safety  and  efficacy  of  use. 

The  Commissioner  has  evaluated 
this  petition  and  concludes  that  under 
conditions  similar  to  those  specified  in 
§310.103  for  new-drug  substances,  cer¬ 
tification  of  neomycin  sulfate  for  use 
in  hypersensitivity  testing  is  not  neces¬ 
sary.  The  conditions  of  use  in  new 
§433.26  set  forth  below  require,  how¬ 
ever,  that  the  neomycin  sulfate  used 
in  preparing  the  ointment  intended 
for  hypersensitivity  testing  be  from  a 
certified  batch. 

The  Commissioner  has  also  received 
information  from  the  petitioner  that 
the  hypersensitivity  testing  kits  dis¬ 
tributed  by  the  petitioner  (the  Ameri¬ 
can  Academy  of  Dermatology)  are 
manufactured  only  once  a  year.  There¬ 
fore,  if  final  action  on  the  petition 
cannot  be  completed  early  in  1978, 
neomycin  sulfate  cannot  be  included 
in  the  hypersensitivity  testing  kits  for 
the  calendar  year  1978.  Because  FDA’s 
policy  governing  the  conditions  under 
which  certain  drugs  for  hypersensiti¬ 
vity  testing  are  exempted  from  re¬ 
quirements  of  the  act  and  regulations 
has  been  previously  announced  (21 
CFR  310.103),  and  delayed  action  on 
this  petition  would  deprive  physicians 
of  a  convenient  means  of  determining 
whether  patients  will  exhibit  sensitiv¬ 
ity  to  topical  neomycin  sulfate  ther¬ 


apy,  the  Commissioher  concludes 
under  §  10.40(c)(4)(i)  and  (eXl)  (21 
CFR  10.40(c)(4)(i)  and  (eKD)  that  a 
notice  of  proposed  rulemaking,  period 
for  public  comment,  and  delayed  effec¬ 
tive  date  are  unnecessary  and  contrary 
to  the  public  interest.  However,  an  op¬ 
portunity  for  submission  of  comments 
to  determine  whether  the  regulation 
should  subsequently  be  modified  or  re¬ 
voked  is  provided. 

Copies  of  the  petition  and  other  per¬ 
tinent  information  regarding  the  need 
for  immediate  action  on  this  regula¬ 
tion  are  on  file  at  the  office  of  the 
Hearing  Clerk.  Food  and  Drug  Admin¬ 
istration  (address  given  above). 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (sec.  507,  59 
Stat.  463  as  amended  (21  U.S.C.  357)) 
and  imder  authority  delegated  to  the 
Commissioner  (21  CFR  5.1),  Part  433 
is  amended  by  adding  new  §433.26  to 
Subpart  C.  to  read  as  follows: 

§433.26  Neomycin  sulfate  ointment  in¬ 
tended  for  hypersensitivity  testing. 

Neomycin  sulfate  ointment  subject 
to  sections  502(1)  and  507  of  the  act 
and  packaged  for  use  as  an  allergen 
for  skin  patch  testing  of  hypersensiti¬ 
vity  shall  be  exempt  from  the  certifi¬ 
cation  requirements  of  section  502(1) 
and  507  of  the  act  if  it  complies  with 
all  the  following  conditions: 

(a)  It  contains  neomycin  sulfate 
equivalent  to  200  milligrams  of  neomy¬ 
cin  per  gram  in  petrolatmn. 

(b)  The  neomycin  sulfate  used  in 
preparing  the  neomycin  sulfate  oint¬ 
ment  conforms  to  the  standards  pre¬ 
scribed  by  §  444.42(a)(1)  of  this  chap¬ 
ter,  except  §444.42(a)(l)(ii). 

(c)  The  shipment  of  neomycin  sul¬ 
fate  is  made  as  a  result  of  a  specific  re¬ 
quest  made  to  the  manufacturer  or 
distributor  by  a  practitioner  licensed 
by  law  to  administer  such  drug,  and 
the  use  of  neomycin  sulfate  ointment 
for  patch  testing  is  not  promoted  by 
the  manufacturer  or  distributor. 

(d)  Each  package  shall  bear  on  its 
outside  wrapper  or  container  and  on 
the  immediate  container,  in  addition 
to  other  labeling  information  required 
by  the  act  and  regulations,  the  follow¬ 
ing  statements  in  lieu  of  adequate  di¬ 
rections  for  use: 

(1)  The  statement,  “Caution:  Feder¬ 
al  law  prohibits  dispensing  vrithout 
prescription”. 

(2)  The  statement.  “For  use  only  in 
patch  testing”. 

(3)  The  potency  of  the  ointment. 

(4)  The  expiration  date  as  prescribed 
by  § 432.5(a)(3)  of  this  chapter. 

(e)  The  quantity  shipped  is  limited 
to  an  amount  reasonable  for  the  pur¬ 
pose  of  patch  testing  in  the  normal 
course  of  the  practice  of  medicine  and 
is  used  solely  for  such  patch  testing. 

(f)  The  manufacturer  or  distributor 
maintains  records  of  all  shipments  for 
this  purpose  for  a  period  of  2  years 


after  shipment  and  will  make  them 
available  to  the  Food  and  Drug  Ad¬ 
ministration  upon  request. 

The  Commissioner  finds  for  good 
cause  that  prior  notice  and  public  pro¬ 
cedure  are  unnecessary  and  not  in  the 
public  interest,  and  that  the  amend¬ 
ment  may  become  effective  upon  the 
day  of  publication.  Interested  persons 
may,  on  or  before,  April  17,  1978,  file 
with  the  Hearing  Clerk  (HFC-20), 
Food  and  Drug  Administration,  Room 
4-65,  5600  Fishers  Lane,  Rockville,  Md. 
20857,  written  comments,  in  quadrupli¬ 
cate  and  identified  with  the  docket 
number  found  in  brackets  in  the  head¬ 
ing  of  this  document.  Comments  re¬ 
ceived  may  be  seen  in  the  office  of  the 
Hearing  Clerk  between  9  a.m.  and  4 
p.m.,  Monday  through  Friday.  Any 
changes  in  this  regulation  ju^ified  by 
such  comments  will  be  subject  to  a 
further  amendment. 

Effective  date:  March  17, 1978. 

(Sec.  507,  59  Stat.  463  as  amended  (21  UJS.C. 
357).) 

Dated:  March  8, 1978. 

J.  Richard  C:rout, 
Director,  Bureau  of  Drugs. 

[PR  Doc.  78-6772  Piled  3-16-78;  8:45  ami 


[4110-03] 

SUBCHAPTCR  D— DRUGS  FOR  HUMAN  USC 

[Docket  No.  76N-0167) 

PART  436— TESTS  AND  METHODS  OF 
ASSAY  OF  ANTIBIOTIC  AND  ANTI¬ 
BIOTIC-CONTAINING  DRUGS 

PART  446— TETRACYCLINE 
ANTIBIOTIC  DRUGS 

Updating  and  Technical  Revisions 

AGENCY:  Food  and  Drug  Administra¬ 
tion. 

Action:  Final  rule. 

SUMMARY:  This  rule  amends  the 
antibiotic  drug  regulations  that  pro¬ 
vide  for  certification  of  tetracycline 
drug  products  for  human  use.  This 
action  is  taken  to  update  and  make 
technical  changes  to  these  regulations. 
Certain  inactive  sections  or  partial  sec¬ 
tions  are  revoked;  nomenclature 
changes  are  made;  changes  affecting 
indexing  and  placement  of  sections 
within  Part  446  (21  CFR  Part  446)  are 
made,  and  technical  changes  are  made 
by  this  action. 

DATES:  Effective  April  17,  1978; 
except  that  the  effective  date  for 
minor  nomenclature  changes  is  Sep¬ 
tember  13,  1978. 

FOR  FURTHER  INFORMATION 
CONTACT: 

Joan  M.  Eckert.  Bureau  of  Drugs 
(HFp-140),  Food  and  Drug  Adminis- 
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tratkm.  Department  of  Health.  Edu¬ 
cation.  and  Welfare,  5600  Fishers 
Lane.  RoclnriDe.  Md.  20857,  301-443- 
4390. 


SUPPLEMENTARY  INFORMATION: 
The  Commissioner  of  Food  and  Drugs 
proposed,  in  the  F'edxral  Register  of 
September  17.  1976  (41  FR  40168)  and 
CMTected  November  9,  1976  (41  FR 
49504),  to  amend  the  antibiotic  drug 
regulations  by  updating  and  making 
technical  changes  to  those  regulations 
providing  for  tetracycline  drugs  in¬ 
tended  for  human  use. 

Interested  persons  were  given  until 
November  16.  1976,  to  submit  written 
comments.  Comments  in  response  to 
the  proposal  are  as  follows: 

L  One  ccHnment  frran  a  manufactur¬ 
er  of  veterinary  products  pointed  out 
that  several  animal  drug  monographs 
refer  to  portions  of  the  human  dnig 
monographs  that  were  changed  or  re¬ 
voked  in  the  proposal. 

The  Commissioner  recognizes  these 
inconsistencies,  and  a  document 
amending  the  regulations  regarding 
certification  of  tetracycline  drug  prod¬ 
ucts  for  anim^  use  to  confoitn  with 
amendments  to  regulations  on  tetracy¬ 
cline  drug  prodiK:ts  for  human  use  is 
published  elsewhere  in  this  issue  of 
the  F^eral  Register. 

2.  One  comment  represented  several 
manufacturers  of  tetracycline  prod¬ 
ucts.  The  firms  objected  to  the  pro¬ 
posed  designation  of  the  turbidimetric 
assay  as  the  official  method  of  deter¬ 
mining  potency  of  tetracycline.  The 
manufacturers  contend  that  another 
method,  the  microbiological  agar  dif¬ 
fusion  assay,  which  they  use,  is  more 
accurate  and  more  reliable.  They  also 
contend  that  the  results  obtained  by 
this  method  have  always  been  in  ac¬ 
cordance  with  the  results  of  FDA. 
They  requested  time  to  submit  data  in 
support  of  their  position. 

The  Commissioner  has  considered 
the  comment  but,  for  the  following 
reasons,  does  not  find  cause  to  revise 
the  proposed  regulations: 

a.  The  proposal  did  not  Introduce 
the  turbidimetric  assay,  nor  did  it 
modify  the  procedure— it  merely  de¬ 
leted  an  alternative  method,  a  micro¬ 
biological  agar  diffusion  assay,  so  that 
only  one  method  would  be  designated 
as  official.  The  turbidimetric  assay, 
which  FDA  finds  to  give  equivalent  re¬ 
sults  to  other  assay  methods,  has  been 
used  by  FDA  laboratories  for  many 
years  and.  where  its  use  is  appropriate, 
it  has  become  the  preferred  analytical 
procedure  for  the  certiflcation  pro¬ 
gram. 

b.  The  manufacturers  may  have  mis¬ 
takenly  inferred  that  they  are  now  re¬ 
quired  to  use  the  turbidimetric  assay. 
This  is  not  the  case.  Under  §436.2  (21 
CFR  436.2),  as  assay  method  other 
than  that  designated  as  the  official 


method  may  be  used  by  manufactur¬ 
ers:  Provided,  The  results  obtained  are 
as  accurate  as  those  produced  by  the 
offlcial  methods. 

3.  One  comment  requested  clarifica- 
tkm  of  that  part  of  the  proposal  per¬ 
taining  to  the  change  in  the  minocy¬ 
cline  hjrdrochloride  reference  concen- 
tratkm. 

The  Commissioner  realizes  that  this 
change  was  not  explained  in  the  pre¬ 
amble  of  the  proposal  and  is  con¬ 
cerned  that  all  firms  involved  in  the 
manufacture  of  minocycline  may  not 
be  aware  of  this  proposed  change. 
Therefore,  the  propoc^  reference 
concentration  and  corresponding  revi¬ 
sions  of  the  standard  response-line 
concentrations  will  not  be  adopted  at 
this  time  and  will  be  considered  for  a 
future  proposal. 

4.  One  comment  contained  several 
objections  and  noted  a  correction. 

a.  The  comment  pointed  out  that 
the  acid  used  in  various  monognqph 
tests  for  oxytetracycline  and  sterile 
oxytetracycline,  §§446.65  and  446.65a 
(21  CFR  446.65  and  446.65a),  appeared 
incorrectly  as  1.0 JV  hydrochloric  acid. 
It  should  read  O.IAT  hydrochloric  acid. 
This  error  is  corrected. 

b.  The  firm  requested  time  to  con- 
finn  the  validity  of  the  revised  assay 
procedure  proposed  for  methacycllne 
and  methacycllne  dosage  forms.  In  the 
potency  determination,  0.0 IN  methan- 
olic  hjrdrochloric  acid  and  O.IM  potas¬ 
sium  phosphate  buffer  were  replaced 
by  distilled  water.  The  finq  did  a 
study,  and  based  on  the  results,  con¬ 
cluded  that  the  proposed  method  of 
replacing  acid  and  buffer  with  distilled 
water  is  not  equivalent  to  the  current 
method  for  either  potency  or  preci¬ 
sion. 

The  Commissioner  has  reviewed  the 
Arm’s  study  and  has  concluded  that  it 
is  not  valid  because  the  test  organism 
used  was  Klebsiella  pneumoniae,  not 
Staphylococcus  aureus,  as  required  by 
the  method  specified  in  the  proposed 
and  existing  regulations. 

The  recommended  change  from 
methanolic  acid  buffer  to  distilled 
water  as  the  diluent  was  based  on  a  3- 
month  study  performed  in  FDA’s  labo¬ 
ratories.  It  was  concluded  from  the 
FDA  study  that  the  assay  results 
using  water  as  the  diluent  are  equiv¬ 
alent  to  the  current  method.  In  addi¬ 
tion.  the  assay  Is  easier  to  perform, 
the  results  are  more  uniform,  and  the 
dose  response  of  the  standard  curve  is 
Improved.  ’Therefore,  the  Commission¬ 
er  sees  no  need  to  revise  the  proposal. 

c.  The  firm  objected  to  the  revisions 
of  §  446.81a  (21  CFR  446.81a).  which 
deleted  the  provision  “with  or  without 
one  or  more  suitable  and  harmless  sta¬ 
bilizing  agents.’’  ’The  firm  markets  a 
product  containing  tetracycline  and  a 
stabilizing  agent.  ’The  proposed  revi¬ 


sion  would  make  this  drug  ineligible 
for  certification. 

The  Commissioner  has  considered 
this  comment  and  agrees  that  the 
phrase  referred  to  is  necessary  to 
allow  for  the  certification  of  this  prod¬ 
uct.  In  the  antibiotic  regulations,  how¬ 
ever,  each  Subpart  A  is  intended  only 
for  bulk  drugs  containing  no  added 
substances,  such  as  stabilizing  agents. 
Therefore.  §  446.81a  is  amended  as 
proposed,  and  the  monograph  provid¬ 
ing  certification  for  tetracycline  hy¬ 
drochloride  for  injection,  §446.281  (21 
CFR  446.381),  is  amended  to  provide 
for  the  product  containing  tetracy¬ 
cline  hydrochloride  and  a  stabilizing 
agent.  ’This  change  is  reflected  in  the 
document. 

5.  One  comment  suggested  changes 
were  necessary  in  the  sterQlty  test 
methods  for  sterile  oxytetracycline, 
particularly  in  §446.65a(b)(2). 

The  Commissioner  notes  that  the 
comments  do  not  apply  to  any  revi¬ 
sions  proposed  in  the  September  17, 
1976  proposal.  Therefore,  he  finds 
that  these  comments  should  be  consid¬ 
ered  separately  and.  if  valid,  should  be 
the  subject  of  separate  rulemaking 
proceedings  to  allow  for  public  com¬ 
ment  from  other  interested  persons. 

The  Commissioner  reconsidered 
whether  to  include  the  waters  of  hy¬ 
dration  in  the  section  heading  and 
text  of  the  monographs  providing  for 
antibiotic  drugs  and  concludes  that  it 
is  scientiAcally  correct  to  Include  the 
waters  of  hydration  in  the  name  of 
the  drug.  It  was  proposed  to  delete 
“monohydrate”  from  doxsrcycline,  but 
the  Commissioner  has  decided  to  dis¬ 
regard  that  part  of  the  proposal,  and 
monohydrate  will  not  be  deleted  from 
the  name  doxycycline  monohsrdrate. 

An  editorial  correction  is  Included  in 
this  final  rulemaking  document.  ’The 
microbiological  agar  diffusion  assay  is 
deleted  as  an  alternate  potency  assay 
for  chlortetracycline,  oxytetracycline, 
and  tetracycline.  Therefore,  these 
items  appearing  in  the  tables  provid¬ 
ing  assay  methods  for  these  drugs  in 
§446.105  are  no  longer  necessary  and 
are  deleted. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (sec.  507,  59 
Stat.  463,  as  amended  (21  U.S.C.  357)) 
and  under  authority  delegated  to  the 
Commissioner  (21  CJFR  5.1),  Parts  436 
and  446  are  amended  as  follows: 

PART  436— TESTS  AND  METHODS  OF 

ASSAY  OF  ANTIBIOTIC  AND  ANTI¬ 
BIOTIC-CONTAINING  DRUGS 

A.  Part  436  is  amended  as  follows: 

1.  In  Subi)art  C,  §  436.33(b)  is  amend¬ 
ed  by  alphabetically  inserting  a  new 
item  in  the  table,  as  foDows: 

§436.33  Safety  test 

•  «  •  •  « 

(b) •  •  • 
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- 

Test  dose 

Antibiotic  (hrug 

Diluent 
(diluent) 
number  as 
listed  In 
sec.  4M.31 

Concentra¬ 
tion  in 
units  or 
milligrams 
of  activity 
per 

mllllUter 

Volume 

In  mllU. 

Uters 
to  be  ad¬ 
ministered 
to  each 
mouse 

Route  of 
administration 
as  described 
taipara.  (c) 
of  this  section 

•  •  • 

• 

3 

• 

0.5 

9 

•  • 

Intrmperitoneal. 

•  • 

• 

•  • 

• 

• 

•  • 

• 

• 

•  • 
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S  436.105  [Amended] 

2.  In  §436.105  Microbiological  agar 
diffusion  assay,  paragraphs  (a)  and  (b) 
are  amended  in  the  tables  therein  by 
deleting  the  items  “Chlortetracy- 
cline,”  “Oxytetracycline,”  and  “Tetra¬ 
cycline.” 

3.  In  Subpart  D.  §  436.106(a)  is 
amended  in  the  table  by  revising  the 
entries  for  the  items  “Chlortetracy- 
Cline,”  “Demeclocycline,”  “Doxycy- 
cline,”  “Methacycline,”  “Minocycline,” 
“Oxytetracycline,”  “Rolitetracycline,” 
and  “Tetracycline”  to  read  as  follows: 

§  436.106  Microbiological  turbidimetric 
assay. 


(a) 


.Working  standard  stock  solutions 


Standard  response  line  concentrations 


AntIMoUc 


Drying  conditions 


Diluent  (solution  Final  concentration 


Diluent  (solution 


Final 

concentrations. 


• 

(method  number  as 
listed  In  sec. 
436.300) 

Initial  solvent 

number  as  listed  in 
sea  436.101(a)) 

units  or  milligrams  Storage  time  under 
per  milliliter  refrigeration 

number  as  listed  In  units  or  micrograms 
sec.  436.101(a))  of  antibiotic  activity 
po- milliliter 

a 

a 

a 

a 

a 

a 

a 

Chlortetracydine ... 

<•) 

. . . 

...A.01NHC1 

1  mg 

4  d . 

( *)  0.038. 0.048.  0.060. 

0.0T5.  0.094  |ig. 

• 

a 

a 

a 

a 

a 

a 

DemeciocydlBe ...._ 

1 

....O.lNHCl 

1  mg . 

4  d . 

O  0.064,0.080.0.109. 

0.136. 0.156  Jig. 

a 

a 

a 

a 

a 

a 

a 

(*) 

....O.IN  Hd 

S  d . 

(*)  0.064.0.080.9.109. 

0.135,  6.156  Jig. 

a 

a 

a 

. 

a 

a 

a 

1 

....(  •) 

*F  A 

O  0.038.0.048.0.060. 

0.075. 0.094  Jig. 

MlncKycUne ............. 

<•) 

....O.lNHCl 

1  mg ........... 

^  H  .... 

(*)  0.070.0.084.0.109. 

0.120.  0.143  Jig. 

Oxytetracycline ...... 

(•) 

....O.liV  HCl 

1  mg ......................... 

4  d . 

(*)  0.154.0.193.0.240. 

0.300,  0.375  Jig. 

Rolitetracycline  ».... 

1 

. .  .  . 

....( •) 

1  mg ......................... 

1  ^  . Tn-r 

(*)  0.154.0.193.0.240. 

0.300.  0.375  Jig. 

a 

a 

a 

a 

a 

a 

a 

o 

....1*  iAf  HCl  * 

1  d . 

O  0.154,9.192.0.240. 

0.309,  0.375  Jig. 

a 

a 

a 

a 

a 

a 

a 

a 

a 

a 

a 

a 

a 

‘Not  dried. 
‘Distilled  water. 


4.  In  Subpart  F,  §  436.300  is  amended  - - - - 

by  revising  the  first  and  last  lines  of 

the  calculaUons  in  paragraph  (a)(3)  perceft  suhydn)totracyoMne5=**^^**“.^”^”^^^ 
and  by  deleting  paragraph  (bK7),  as 
follows: 

§436.309  Anhydrotetracyclines 
■  eplanhydrotetracyclines. 

•  •  •  e 

U5»AbeorpUvity  (1  pot,  1  ein)  of  auliydrotetracyoUne  at  430  milUmlcroiu. 

(a)  •  •  • 

(3)***  . - - - ; - 


and  4- 
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5.  In  Subpart  P  by  adding  new 
§  436.320  to  read  as  follows; 

S  436.320  Ferric  chloride  colorimetric 
assay. 

(a)  Reagents.  (1)  IJV  hydrochloric 
acid. 

(2)  0.0 IJV  hydrochloric  acid. 

(3)  Ferric  chloride  stock  solution. 
Quickly  weigh  (very  hygroscopic)  5.0 
grams  of  FeCHi-SHsO  into  a  100-millili¬ 
ter  beaker.  Add  approximately  10  mil¬ 
liliters  of  IN  hydrochloric  acid  and  stir 
to  dissolve.  Quantitatively  transfer  to 
a  50-millillter  glass-stoppered  amber 
volumetric  flask  and  make  up  to 
volume  with  water 

(4)  Ferric  chloride  working  reagent. 
Pipette  10  milliliters  of  ferric  chloride 
stock  solution  into  a  2-liter  volumetric 
flask,  add  20  milliliters  \N  hydrochlo¬ 
ric  acid,  and  bring  to  volume  with 
water.  Check  the  pH;  it  should  be  be¬ 
tween  2  and  2.1. 

(b)  Standard  solution.  Accurately 
weigh  approximately  50  milligrams  of 
the  workW  standard  of  the  antibiotic 
to  be  tested  and  dissolve  with  25  milli- 


B.  Part  446  is  amended  as  follows: 

1.  In  Subpart  A  by  adding  new 
S  446.10  to  read  as  follows; 

§  446.10  ChlortetracycUne  hydrochloride. 

(a)  Requirements  for  certification— 

(1)  Standards  of  identity,  strength, 
quality,  and  purity.  ChlortetracycUne 
hydrochloride  is  [4S-(4a.4aa,5aa,6/3, 
1 2aa]  -7-chloro-4-(  dimethylamino  >-1.4. 
4a,5,5a,6.11.12a-octahydro-  3,6.10,12, 

12a-pentahydroxy-6-methyl  -  1,  11- 
dioxo-2-naphthacenecarboxamide 
monohydrochloride.  ChlortetracycUne 
is  produced  by  the  growth  of  Strepto- 
myces  aureofaciens.  It  is  a  yeUow 
powder.  It  is  so  purified  and  dried 
that: 

(1)  Its  potency  is  not  less  than  900 
micrograms  per  milUgram. 

(U)  It  passes  the  safety  test. 

(iU)  Its  loss  on  drying  is  not  more 
than  2  percent. 

(iv)  Its  pH  in  an  aqueous  solution 
containing  10  milligrams  per  milUUter 
is  not  less  than  2.3  and  not  more  than 
3.3. 

(V)  It  is  crystalline. 

(vi)  It  meets  the  identity  test  for 
ChlortetracycUne. 

(2)  Labeling.  It  shaU  be  labeled  in 
accordance  with  the  requirements  of 
S  432.5  of  this  chapter. 

(3)  Requests  for  certification:  sam¬ 
ples.  In  addition  to  complying  with  the 
requirements  of  S  431.1  of  this  chapter, 
each  such  request  shaU  contain; 

(i)  Results  of  tests  and  assays  on  the 
batch  for  potency,  safety,  loss  on 
drsdng,  pH,  crystallinity,  and  identity. 


Uters  of  O.lfV  hydrochloric  acid.  Quan¬ 
titatively  transfer  to  a  250-miUiUter 
volumetric  flask  and  dilute  to  volume 
with  distiUed  water.  Keep  in  a  glass- 
stoppered  flask  and  store  under  refrig¬ 
eration.  Discard  solution  after  7  days. 

(c)  Sample  solution.  Accurately 
weigh  approximately  50  milUgrams  of 
the  sample  and  dissolve  with  25  milUli- 
ters  of  0.1  AT  hydrochloric  acid.  Quanti¬ 
tatively  transfer  to  a  250-milUUter 
volumetric  flask  and  dilute  to  volume 
with  distUled  water. 

(d)  Procedure.  Pipette  exactly  10 
milUUters  of  the  standard  solution  and 
of  the  sample  solution  into  separate 
test  tubes.  To  each  tube  add  exactly  10 
milUUters  of  ferric  chloride  working 
reagent,  mix,  and  aUow  to  stand  15 
minutes.  Determine  the  absorbance  of 
each  solution  at  490  nanometers  in  a 
suitable  spectrophotometer  against  a 
blank  prepared  from  10  miUUiters  of 
O.OliV  hydrochloric  acid  and  10  milUU¬ 
ters  of  ferric  chloride  working  reagent. 

(e)  Estimation  of  potency.  Calculate 
the  potency  as  foUows; 


(U)  Samples  required:  10  packages, 
each  containing  approximately  300 
milUgrams. 

(b)  Tests  and  methods  of  assay— (1) 
Potency.  Pnx^eed  as  directed  in 
§  436.106  of  this  chapter,  preparing  the 
sample  for  assay  as  foUows;  Dissolve 
an  accurately  weighed  sample  in  suffi¬ 
cient  0.01  AT  hydnxshloric  acid  to  obtain 
a  concentration  of  1,000  micrograms  of 
ChlortetracycUne  hydnxshloride  per 
milUUter  (estimated).  Further  dUute 
an  aUquot  of  the  stock  solution  with 
sterile  distUled  water  to  the  reference 
(x>ncentration  of  0.06  microgram  of 
ChlortetracycUne  hydrochloride  per 
mUliUter  (estimated).  . 

(2)  Safety.  Proceed  as  directed  in 
S  436.33  of  this  chapter. 

(3)  Loss  on  drying.  Proceed  as  (U- 
rected  in  §  436.200(b)  of  this  chapter. 

(4)  pH.  Proceed  as  directed  in 
9436.202  of  this  chapter,  using  an 
aqueous  solution  containing  10  milU¬ 
grams  per  milUUter. 

(5)  Crystallinity.  Pr(x;eed  as  directed 
in  9  436.203(a)  of  this  chapter. 

(6)  Identity.  To  1  mllUgram  of 
sample,  add  2  milUUters  of  concentrat¬ 
ed  sulfuric  acid.  In  the  presence  of 
ChlortetracycUne,  a  deep  blue  color  is 
produced  that  becomes  dark  green. 

2.  By  revising  9446.10a  to  read  as 
foUows: 

9446.10a  Sterile  chlortetracycline  hydro¬ 
chloride. 

(a)  Requirements  for  certification— 

(1)  Standards  of  identity,  strength. 


quality,  and  purity.  ChlortetracycUne 
hydr(x;hloride  is  [48- 

(4a,4aa,5aa,6/3,12aa)]  •  7  -  chloro  -  4  - 
(dimethylamino)  -  1.4,4a,5,5a,6.1 1,12a  - 
octahydro  -  3,6,10,12,12a  -  pentahy- 
droxy  -  6  -  methyl  -  1,11  -  (Uoxo  -  2  - 
naphthacenecarboxamide  monohy¬ 
drochloride.  ChlortetracycUne  is  pro¬ 
duced  by  the  growth  of  Streptomyces 
aureofaciens.  It  is  a  yeUow  powder.  It 
is  so  purified  and  dried  that: 

(1)  Its  potency  is  not  less  than  900 
micrograms  per  milUgram. 

(U)  It  is  sterile. 

(iU)  It  is  nonpyrogenic. 

(Iv)  It  passes  the  safety  test. 

(V)  It  contains  no  histamine  or  hista¬ 
mine-like  substances. 

(vi)  Its  loss  on  drying  is  not  more 
than  2  percent. 

(vU)  Its  pH  in  an  aqueous  solution 
containing  10  mUligrams  per  mUlUiter 
is  not  less  than  2.3  and  not  more  than 
3.3. 

(vUi)  It  is  crystaUine. 

(ix)  It  meets  the  identity  test  for 
ChlortetracycUne. 

(2)  Labeling.  It  shaU  be  labeled  in 
accordance  with  the  requirements  of 
9  432.5  of  this  chapter. 

(3)  Requests  for  certification;  sam¬ 
ples.  In  addition  to  complsrlng  with  the 
requirements  of  9  431.1  of  this  chapter, 
each  such  request  shall  contain: 

,(i)  Results  of  tests  and  assays  on  the 
batch  for  potency,  steriUty,  pyrogens, 
safety,  histamine,  loss  on  drying,  pH, 
crystallinity,  and  identity. 

(U)  Samples  required: 

(a)  For  aU  tests  except  steriUty:  10 
packages,  each  containing  approxi¬ 
mately  300  milUgrams. 

(b)  For  SteriUty  testing:  20  packages, 
each  containing  approximately  300 
milUgrams. 

(b)  Tests  and  methods  of  assay— (.1) 
Potency.  Proceed  as  directed  in 
9  436.106  of  this  chapter,  preparing  the 
sample  for  assay  as  foUows:  Dissolve 
an  accurately  weighed  sample  in  suffi¬ 
cient  0.01  AT  hydrochloric  acid  to  obtain 
a  concentration  of  1,000  micrograms  of 
chlortetracycline  hydrochloride  per 
milUUter  (estimated).  Further  dUute 
an  aUquot  of  the  stock  solution  with 
sterile  distUled  water  to  the  reference 
concentration  of  0.06  microgram  of 
ChlortetracycUne  hydrochloride  per 
milUUter  (estimated). 

(2)  Sterility.  Proceed  as  (Urected  in 
9436.20  of  this  chapter,  using  the 
method  described  in  paragraph  (eKl) 
of  that  section,  except  use  dUuting 
field  D  in  Ueu  of  (Ulutt^  fluid  A. 

(3)  Pyrogens.  Proceed  as  (Urected  in 
9  436.32(b)  of  this  chapter,  using  a  so¬ 
lution  containing  5  milUgrams  of 
ChlortetracycUne  hydrochloride  per 
milUUter. 

(4)  Safety.  Proceed  as  (Urected  in 
9  436.33  of  this  chiu}ter. 
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(5)  Histamine.  Proceed  as  directed  In 
S  436.35  of  this  chapter. 

(6)  Loss  on  drying.  Proceed  as  direct¬ 
ed  in  §  436.200(b)  of  this  chapter. 

(7)  pH.  Proceed  as  directed  in 
§  436.202  of  this  chapter,  using  an 
aqueous  solution  containing  10  milli¬ 
grams  per  milliliter. 

(8)  CrystaUinity.  Proceed  as  directed 
in  $  436.203(a)  of  this  chapter. 

(9)  Identity.  To  1  milligram  of 
sample,  add  2  milliliters  of  concentrat¬ 
ed  sulfuric  acid.  In  the  presence  of 
chlortetracycline,  a  deep  blue  color  is 
produced  that  be^mes  dark  green. 

3.  In  §  446.15  by  revising  paragraphs 
(aKl),  (aKlKv),  and  (bKl)  to  read  as 
follows; 

§  446.1S  Demeclocycline. 

(a)  Requirements  for 'certification— 
(1)  Standards  of  identity,  strength, 
quality,  and  purity.  Demeclocycline  is 
[4S-(4a,4aa,5aa,6/3,12aa)]-7  -  chloro-4- 
(dimethylamino)  -l,4.4a.5.5a,6,ll,  12a- 
octahydro-3,6, 10, 1 2, 1 2a-pentahydroxy- 
1.  ll-dioxo-2-naphthacenecarbox- 
amide.  It  is  so  purified  and  dried  that; 

•  •  •  •  • 

(V)  When  calculated  on  the  an-  hy¬ 
drous  basis,  its  absorptivity  at  380  nan¬ 
ometers  relative  to  that  of  the  deme¬ 
clocycline  hydrochloride  working  stan¬ 
dard  Is  107.4±3.88. 

•  •  •  G  • 

(b)  •  •  • 

(1)  Potency.  Proceed  as  directed  in 
§  436.106  of  this  chapter,  preparing  the 
sample  for  assay  as  follows;  Dissolve 
an  accurately  weighed  sample  in  suffi¬ 
cient  O.liV  hydrochloric  acid  to  obtain 
a  concentration  of  1,000  micrograms  of 
demeclocycline  hydrochloride  per  mil¬ 
liliter  (estimated).  Further  dilute  an 
aliquot  of  the  stock  solution  with  ster¬ 
ile  distilled  water  to  the  reference  con¬ 
centration  of  0.100  microgram  of  de¬ 
meclocycline  hydrochloride  per  millili¬ 
ter  (estimated). 

•  •  G  #  • 

4.  In  §  446.16  by  revising  paragraphs 
(a)(1),  (a)(l)(v),  and  (b)(1)  to  read  as 
follows; 

S  446.16  Demeclocycline  hydrochloride. 

(a)  Requirements  for  certification— 
(1)  Standards  of  identity,  strength, 
quality,  and  purity.  Demeclocycline 
hydrochloride  is  [4S-(4a,4aa,5aa,6/3, 
1 2aa )]  -7 -chloro-4-(  dimethylamino  )- 
l,4,4a,5,5a.6,ll,12a-octahydro-3,6,10,12, 
12a-pentahydroxy-l,ll-dioxo-  2- 

naphthacenecarboxamide  monohydro¬ 
chloride.  It  is  so  purified  and  dried 
that; 


•  •  •  •  G 

(V)  When  calculated  on  the  an-  hy¬ 
drous  basis,  its  absorptivity  at  380  nan¬ 


ometers  relative  to  that  of  the  deme¬ 
clocycline  hydrochloride  working  stan¬ 
dard  is  100±4.2  percent. 

•  •  «  •  • 

(b) •  •  • 

(1)  Potency.  Proceed  as  directed  in 
S  436.106  of  this  chapter,  preparing  the 
sample  for  assay  as  follows;  Dissolve 
an  accurately  weighed  sample  in  suffi¬ 
cient  O.liV  hydrochloric  acid  to  obtain 
a  concentration  of  1,000  micrograms  of 
demeclocycline  hydrochloride  per  mil¬ 
liliter  (estimated).  Further  dilute  an 
aliquot  of  the  stock  solution  with  ster¬ 
ile  distilled  water  to  the  reference  con¬ 
centration  of  0.100  microgram  of  de¬ 
meclocycline  hydrochloride  per  millili¬ 
ter  (estimated). 

G  •  G  •  • 

5.  In  §  446.20  by  revising  paragraphs 
(a)(1)  and  (bKI)  to  read  as  follows; 

§  446.20  Doxycyline  hyclate. 

(a)  Requirements  for  certification— 
(1)  Standards  of  identity,  strength, 
quality,  and  purity.  Doxycycline  hy¬ 
clate  is  [4S-(4a,4aa,5a,5aa,6a,12aa)]-4- 
( dimethylamino )- 1 ,4,4a,5,5a,6, 1 1 , 1 2a- 
octahydro-3,5,10,12,12a-pentahydroxy- 
6-methyl-l,ll-dioxo-2- 
naphthacenecarboxamide 
hydrochlorldehemiethanolate  hemihy- 
drate.  It  is  so  purified  and  dried  that; 

•  #  •  •  • 

(b)  *  •  • 

(1)  Potency.  Proceed  as  directed  in 
§  436.106  of  this  chapter,  preparing  the 
sample  for  assay  as  follows;  Dissolve 
an  accurately  weighed  sample  in  suffi¬ 
cient  O.IA^  hydrochloric  acid  to  obtain 
a  concentration  of  1,000  micrograms  of 
doxycycline  per  milliliter  (estimated). 
Further  dilute  with  sterile  distilled 
water  to  the  reference  concentration 
of  0.100  microgram  of  doxycycline  per 
milliliter  (estimated). 

m  0  0  m  0 

6.  In  §  446.20a  by  revising  para¬ 
graphs  (a)(1)  and  (b)(1)  to  read  as  fol¬ 
lows; 

§  446.20a  Sterile  doxycycline  hyclate. 

(a)  Requirements  for  certification— 

(1)  Standards  of  identity,  strength, 
quality,  and  purity.  Sterile  doxycy¬ 
cline  hyclate  is  [4S-(4a,4aa,5a,5aa, 
6a,12aa)]  •  4  •  (dimethylamino)  • 
1.4.4a,5,5a,6,ll,12a  •  octahydro 

3,5,10,12,12a  •  pentahydroxy  -  6  - 
methyl  -  1,11  -  dioxo  •  2  • 

naphthacenecarboxamide  hydrochlo¬ 
ride  hemiethanolate  hemihydrate.  It 
Is  so  purified  and  dried  that: 

0  0  9  0  0 

(b)  •  •  • 

(1)  Potency.  Proceed  as  directed  in 
§  436.106  of  this  chapter,  preparing  the 


sample  for  assay  as  follows;  Dissolve 
an  accurately  weighed  sample  in  suffi¬ 
cient  O.lii^  hydrochloric  acid  to  obtain 
a  concentration  of  1,000  micrograms  of 
doxycycline  per  milliliter  (estimated). 
Further  dilute  with  sterile  distilled 
water  to  the  reference  concentration 
of  0.100  microgram  of  doxycycline  per 
milliliter  (estimated). 

0  0  0  0  0 

7.  In  §  446.21  by  revising  paragraphs 
(a)(1).  (a)(lKvi).  and  (b)(1)  to  read  as 
follows; 

§  446.21  Doxycycline  monohydrate. 

(a)  Requirements  for  certification— 

(1)  Standards  of  identity,  strength, 
quality,  and  purity.  Doxycycline  mon¬ 
ohydrate  is  [4S-(4a,4aa.5a,5aa,6a, 
12aa)]  -  4  -  (dimethylamino)  - 

1.4.4a,5.5a,6,ll,12a  -  octahydro 

3.5,10,12.12a  -  pentahydroxy  -  6  - 
methyl  -  1,11  -  dioxo  -  2  - 

naphthacenecarboxamide  monohy¬ 
drate.  It  is  so  purified  and  dried  that; 

0  0  0  0  0 

(!)••• 

(vi)  It  gives  a  positive  identity  test 
for  doxycycline. 

0  0  0  0  0 

(b) *  •  • 

(1)  Potency.  Proceed  as  directed  in 
§  436.106  of  this  chapter,  preparing  the 
sample  for  assay  as  follows;  Dissolve 
an  accurately  weighed  sample  in  suffi¬ 
cient  0.1  iV  hydrochloric  acid  to  obtain 
a  concentration  of  1,000  micrograms  of 
doxycycline  per  milliliter  (estimated). 
Further  dilute  with  sterile  distilled 
water  to  the  reference  concentration 
of  0.100  microgram  of  doxycycline  per 
milliliter  (estimated). 

0  0  0  0  0 

8.  In  §  446.50  by  revising  paragraphs 
(a)(1),  (a)(l)(v).  and  (b)(1)  to  read  as 
follows: 

§  446.50  Methacycline  hydrochloride. 

(a)  Requirements  for  certification— 
(1)  Standards  of  identity,  strength, 
quality,  and  purity.  Methacycline  hy¬ 
drochloride  is  [4S-(4a,4aa,5a.5aa. 
12aa)]  -  4  •  (dimethylamino)  - 

l,4,4a.5,5a,6,ll,12a  •  octahydro 

3,5,10,12,12a  -  pentahydroxy  -  6  - 
methylene  -  1,11  -  dioxo  -  2  - 
naphthacenecarboxamide  monohy¬ 
drochloride.  It  is  so  purified  and  dried 
that: 


G  G  #  G  # 

(v)  Its  absorptivity  at  the  absorption 
maximum  at  345  nanometers  relative 
to  that  of  the  methacycline  working 
standard  similarly  treated  is  92.4  ±4 
percent. 

G  G  G  G  G 
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(b)  •  •  • 

(1)  Potency.  Proceed  as  directed  in 
S  438.106  of  this  chapter,  preparing  the 
sample  for  assay  as  follows:  Dissolve 
an  accurately  weighed  sample  in  suffi¬ 
cient  sterile  distilled  water  to  obtain  a 
stock  solution  of  convenient  concen¬ 
tration.  Further  dilute  an  aliquot  of 
the  stock  solution  with  sterile  distiUed 
water  to  the  reference  concentration 
of  0.06  microgram  of  methacycline  per 
milliliter  (estimated). 

•  •  •  •  • 

9.  In  §  446.60  by  revising  paragraphs 
(aKl)  and  (b)(1)  to  read  as  follows: 

§  446.60  Minocycline  hydrochloride. 

(a)  Requirements  for  certification— 

(1)  Standards  of  identity,  strength, 
quality,  and  purity.  Minocycline  hv- 
drochloride  is  [4S-(4a,4aa.5aa,12aa)I  • 
4.7  -  bis  (dimethylamino) 

1.4,4a.5,5a.6.11,12a  •  octahydro  • 

3,10,12,12a  -  tetrahydroxy  •  1,11  - 
dioxo  •  2  -  naphthacenecarboxamide 
monohydrochloride.  It  is  so  purified 
and  dried  that: 

•  •  •  •  • 

(b)  •  •  • 

(1)  Potency.  Proceed  as  directed  in 
§  436.106  of  this  chapter,  preparing  the 
sample  for  assay  as  follow:  Dissolve  an 
accurately  weighed  sample  in  suffi¬ 
cient  O.llV  hydrochloric  acid  to  obtain 
a  concentration  of  1,000  micrograms  of 
minocycline  per  milliliter  (estimated). 
Further  dilute  an  aliquot  of  the  stock 
solution  with  sterile  distilled  water  to 
the  reference  concentration  of  0.100 
microgram  of  minocycline  per  milli¬ 
liter  (estimated). 


G  •  •  •  • 

10.  In  Subpart  A  by  adding  new 
S  443.65  to  read  as  follows: 

1 446.65  Ox3^tracycline. 

(a)  Requirements  for  certification— 
(1)  Standards  of  identity,  strength, 
quality,  and  purity.  Oxytetracycline  is 
[  4S-(  4a.4aa,5a.5aa,6/3, 1 2aa )]  -4-(  dimeth¬ 
ylamino  )-1.4,4a,5,5a.6,ll. 12a- 
octahydro-  3,5,6,10,12.12a-hexahy- 
droxy-6-methyl-  1,11 -dioxo- 2- 

naphthacenecarboxamide  di  hydrate. 
Oxytetracycline  is  produced  by  the 
growth  of  Streptomyces  rimosus.  It  is 
so  purified  and  dried  that: 

(i)  Its  potency  is  not  less  than  832 
micrograms  of  oxytetracycline  per  mil¬ 
ligram  on  an  “as  is”  basis. 

(ii)  It  passes  the  safety  test. 

(iii)  Its  moisture  content  is  not  less 
than  6  percent  and  not  more  than  9 
percent. 

(iv)  Its  pH  in  an  aqueous  suspension 
containing  10  milligrams  per  milliliter 
is  not  less  than  4.5  and  not  more  than 
7.0. 

(V)  When  calculated  on  an  anhy¬ 
drous  basis  its  absorptivity  at  353  nan¬ 


ometers  relative  to  that  of  the  oxirte- 
tracycline  forking  standard  similarly 
treated  is  100±4  percent. 

(vi)  It  gives  a  positive  result  to  an 
identity  test  for  oxytetracycline. 

(vii)  It  is  crystalline. 

(2)  Labeling.  It  shall  be  labeled  in 
accordance  with  the  requirements  of 
S  432.5  of  this  chapter. 

(3)  Requests  for  certification;  sam¬ 
ples.  In  addition  to  complying  with  the 
requirements  of  §  431.1  of  this  chapter, 
each  such  request  shall  contain: 

(i)  Results  of  tests  and  assays  on  the 
batch  for  potency,  safety,  moisture, 
pH,  absorptivity,  identity,  and  crystal¬ 
linity. 

(ii)  Samples  required:  10  packages, 
each  containing  approximately  300 
milligrams. 

(b)  Tests  and  methods  of  assay— (1) 
Potency.  Assay  for  potency  by  either 
of  the  following  methods;  however, 
the  results  obtained  from  the  micro¬ 
biological  turbidimetric  assay  shall  be 
conclusive. 

(i)  Microbiological  turbidimetric 
assay.  Proceed  as  directed  in  §  436.106 
of  this  chapter,  preparing  the  sample 
for  assay  as  follows:  Dissolve  an  accu¬ 
rately  weighed  sample  in  sufficient 
0.1  AT  hydrochloric  acid  to  obtain  a  con¬ 
centration  of  1,000  micrograms  of  oxy¬ 
tetracycline  per  milliliter  (estimated). 
Further  dilute  an  aliquot  of  the  stock 


(6)  Identity.  To  about  1  milligram  of 
sample,  add  2  milliliters  of  sulfuric 
acid;  a  light-red  color  is  produced 
when  oxytetracycline  is  present. 

(7)  Crystallinity.  Proceed  as  directed 
in  §  436.203(a)  of  this  chapter. 

11.  By  revising  §  446.65a  to  read  as 
follows: 

§  446.65a  Sterile  oxytetracycline. 

(a)  Requirements  for  certification- 
(1)  Standards  of  if  entity,  strength,  qual¬ 
ity,  and  purity.  Sterile  oxytetracycline 
is  (4S  -  (4a,4aa,5a,5aa,6/3,12aa)]-4  -  (di¬ 
methylamino)  -  l,4,4a,5,5a,6,ll,12a-oc- 
tahydro  -  3,5,6,10,12.12a-hexahydroxy- 
6-methyl-l,l  1  -  dioxo- 2-naphthacenecar- 
boxamide  dihydrate.  Oxyteracycline  is 
produced  by  the  growth  of  Stripto- 
myces  rimosus.  It  is  so  purified  and 
dried  that: 

(i)  Its  potency  is  not  less  than  832 
micrograms  of  oxytetracycline  per  mil¬ 
ligram  on  an  “as  is”  basis. 

(ii)  It  is  sterile. 

(iii)  It  is  nonpyrogenic. 

(iv)  It  passes  the  safety  test. 

(V)  It  contains  no  histamine  or  hista¬ 
mine-like  substances. 

(vd)  Its  moisture  content  is  not  less 
than  6  percent  and  not  more  than  9 
percent. 

(vii)  Its  pH  in  an  aqueous  suspension 


solution  with  sterile  distilled  water  to 
the  reference  concentration  of  0.24  ml- 
crogram  of  oxsrtetracycllne  per  millili¬ 
ter  (estimated). 

(ii)  Chemical  assay.  Proceed  as  di¬ 
rected  in  §  436.320  of  this  chapter. 

(2)  Safety.  Proceed  as  directed  in 
§  436.33  of  this  chapter,  preparing  the 
sample  as  follows:  Dissolve  at  the  ratio 
of  40  milligrams  to  2.0  milliliters  of 
0.1  AT  hydrocloric  acid  and  dilute  with 
the  required  amount  of  sterile  distilled 
water  (diluent  3). 

(3)  Moisture.  Proceed  as  directed  in 
§  436.201  of  this  chapter. 

(4)  pH.  Proceed  as  directed  in 
§  436.202  of  this  chapter,  using  an 
aqueous  suspension  containing  10  mil¬ 
ligrams  per  milliliter. 

(5)  Absorptivity.  Determine  the  ab¬ 
sorbance  of  the  sample  and  standard 
solutions  in  the  following  manner:  Dis¬ 
solve-  approximately  50  milligrams 
each  of  the  sample  and  standard  in 
250  milliliters  of  O.IAT  hydrochloric 
acid.  Transfer  a  10-milliliter  aliquot  to 
a  100-milliliter  volumetric  flask  and 
dilute  to  volume  with  0.1  AT  hydrochlo¬ 
ric  acid.  Using  a  suitable  spectrophoto¬ 
meter  and  O.IA^  hydrochloric  acid  as 
the  blank,  determine  the  absorbance 
of  each  solution  at  353  nanometers. 
Determine  the  percent  absorptivity  of 
the  sample  relative  to  the  absorptivity 
of  the  standard  using  the  following 
calculations: 


containing  10  milligrams  per  milliliter 
is  not  less  than  4.5  and  not  more  than 
7. 

(viii)  When  calculated  on  an  anhy¬ 
drous  basis,  its  absorptivity  at  353  nan¬ 
ometers  relative  to  that  of  the  oxy-  te¬ 
tracycline  working  standard  similarly 
treated,  is  100±4  percent. 

(ix)  It  gives  a  positive  result  to  an 
identity  test  for  oxytetracycline. 

(X)  It  is  crystalline. 

(2)  Labeling.  It  shall  be  labeled  in 
accordance  with  the  requirements  of 
§  432.5  of  this  chapter. 

(3)  Requests  for  certification;  sam¬ 
ples.  In  addition  to  complying  with  the 
requirements  of  §  431.1  of  this  chapter, 
each  such  request  shall  contain; 

(i)  Results  of  tests  and  assays  on  the 
batch  for  potency,  sterility,  pyrogens, 
safety,  histamine,  moistvure,  pH,  ab¬ 
sorptivity,  identity,  and  crystallinity. 

(11)  Samples  required: 

(a)  For  all  tests  except  sterility:  10 
packages,  each  containing  approxi¬ 
mately  300  milligrams. 

(b)  For  sterility  testing:  20  packages, 
each  containing  approximately  300 
milligrams. 

(b)  Tests  and  methods  of  assay— il) 
Potency.  Assay  for  potency  by  either 
of  the  following  methods;  however. 
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quality,  and  purify.— Sterile  roUtetra* 
cycline  is  [4S  -  (4a,4aa.5aa.6/3,12aa)]  •  4 

•  (dimethylamino)  •  l,4,4a,5,5a.6.1 1.12a 

•  octahydro  •  3,6.10,12.12a  -  pentahy- 
droxy  •  6  •  methyl  •  1,11  •  dioxo  •  iV  -  (1 

•  psHTOlldlnylmethyl)  •  2 

naphthacenecarboxamide.  It  is  so  pu¬ 
rified  and  dried  that: 

•  •  •  •  '  * 

(ix)  When  calculated  on  the  anhy¬ 
drous  basis,  its  absorptivity  at  380  nan¬ 
ometers  relative  to  that  of  the  rolite- 
tracycline  working  standard  similarly 
treated  is  100±4.4  percent. 

•  «  •  •  * 

(b)  •  •  • 

(1)  Potency.  Proceed  as  directed  in 
§  436.106  of  this  chapter,  preparing  the 
sample  for  assay  as  follows:  Dissolve 
an  accurately  weighed  portion  of  the 
sample  in  sufficient  sterile  distilled 
water  to  obtain  a  stock  solution  of  con¬ 
venient  concentration.  Further  dilute 
an  aliquot  of  the  stock  solution  with 
sterile  distilled  water  to  the  refer-  ence 
concentration  of  0.24  microgram  of  ro- 
litetracycline  per  milliliter  (estimat¬ 
ed). 

•  •  •  •  • 

16.  In  S  446.76a  by  revising  para¬ 
graphs  (aKl).  (a)(l)(ix).  and  (bKl)  to 
read  as  follows: 

§  446.76a  Sterile  rolitetracycline  nitrate. 

(a)  Requirements  Jor  certification— 

(1)  Standards  of  identity,  strength, 
quality,  and  purify.— Sterile  rolitetra¬ 
cycline  nitrate  is  [4S 
(4a,4aa,5aa,6/3,12aa)]  -  4  -  (dimethyla¬ 
mino)  -  l,4.4a.5.5a,6,11.12a  -  octahydro 

•  3.6,10,12,12a  -  pentahydroxy  •  6  • 

methyl  -  1,11  •  dioxo  -  IV  -  (1  -  pyrroli- 
dinylmethyl)  -  2  • 

naphthacenecarboxamide  mononitrate 
sesQUihydrate.  It  is  so  purified  and 
dried  that: 


17.  By  revising  $446.80  to  read  as  fol¬ 
lows: 

$  446.80  Tetracycline. 

(a)  Requirements  for  certification— 
(1)  Standards  of  identity,  strength, 
quality,  and  purify.- Tetracycline  is 
[4S  •  (4a,4aa,Saa,6;3,12aa)]  -  4  -  (di¬ 
methylamino)  -  l,4.4a,5.5a.6,l  1.12a  • 
octahydro  •  3.6.10,12.12a  -  pentahy- 
droxy  -  6  -  methyl  -  1,11  -  dioxo  -  2  - 
naphthacenecarboxamide.  It  is  so  pu¬ 
rified  and  dried  that: 

(1)  Its  potency  is  not  less  than  975 
micrograms  per  milligram  on  the  an¬ 
hydrous  basis. 

(ii)  It  passes  the  safety  test. 

(iii)  Its  moisture  content  is  not  more 
than  13  percent. 

(iv)  Its  pH  in  an  aqueous  suspension 
containing  10  milligrams  per  milliliter 
is  not  less  than  3  and  not  more  than  7. 
.  (V)  When  calculated  on  the  anhy¬ 
drous  basis,  its  absorptivity  at  380  nan¬ 
ometers  relative  to  that  of  the  tetracy¬ 
cline  hydrochloride  working  standard 
similarly  treated  is  108.2±3.75  percent. 

(Vi)  Its  4-epianhydrotetracycline 
content  is  not  more  than  2  percent. 

(vii)  It  is  crystalline. 

(viii)  It  passes  the  identity  test  for 
tetracycline. 

(2)  Labeling.  In  addition  to  the  re¬ 
quirements  of  §432.5  of  this  chapter, 
each  package  shall  bear  on  its  label  or 
labeling  the  statement  “For  use  only 
in  the  manufacture  of  nonparenteral 
drugs.” 

(3)  Requests  for  certification;  sam¬ 
ples.  In  addition  to  complying  with  the 
requirements  of  §  431.1  of  this  chapter, 
each  such  request  shall  contain: 

(i)  Results  of  tests  and  assays  on  the 
batch  for  potency,  safety,  moisture. 
pH.  absorptivity,  4-epianhydrotetra¬ 
cycline  content,  crystallinity,  and  iden¬ 
tity. 

(ii)  Samples  required:  10  packages, 
each  containing  approximately  60  mil¬ 
ligrams. 


(b)  Tests  and  methods  of  assay— (1) 
Pofcncy.— Proceed  as  directed  in 
$  436.106  of  this  chapter,  preparing  the 
sample  for  assay  as  follows:  Dissolve 
an  accurately  weighed  sample  in  suffi¬ 
cient  O.llV  hydrochloric  acid  to  obtain 
a  concentration  of  1,000  micrograms  of 
tetracycline  hydrochloride  per  millili¬ 
ter  (estimated).  Further  dilute  an  ali¬ 
quot  of  the  stock  solution  with  sterile 
distilled  water  to  the  reference  con¬ 
centration  of  0.24  microgram  of  tetra¬ 
cycline  hydrochloride  per  milliliter 
(estimated). 

(2)  Safety.  Proceed  as  directed  in 
§  436.33  of  this  chiq)ter.  preparing  the 
test  dose  solution  as  follows:  Dissolve 
40  milligrams  (as  the  anhydrous  com- 
poimd)  in  2  milliliters  of  O.liV  hydro¬ 
chloric  acid  and  dilute  with  sterile  dis¬ 
tilled  water  (diluent  3)  to  the  appro¬ 
priate  test  dose  concentration. 

(3)  Moisture.  Proceed  as  directed  in 
$  436.201  of  this  chapter. 

(4)  pH.  Proceed  as  directed  in 
§  436.202  of  this  chapter,  using  an 
aqueous  suspension  containing  10  mil¬ 
ligrams  per  milliliter. 

(5)  Absorptivity.  Dissolve  approxi¬ 
mately  40  milligrams  of  the  sample  tas 
the  anhydrous  compoimd),  accurately 
weighed,  in  2.0  milliters  of  O.liV  hydro¬ 
chloric  acid  and  dilute  with  distilled 
water  to  250  milliters.  Transfer  a  10.0- 
milliliter  aliquot  of  this  solution  to  a 
100-milliliter  voliunetric  flask,  add  ap¬ 
proximately  75  milliliters  of  distilled 
water  and  5.0  milliliters  of  5iV  NaOH, 
dilute  to  voliune  with  water  and  mix 
thoroughly.  Treat  a  sample  of  the  te¬ 
tracycline  hydrochloride  working  stan¬ 
dard  in  the  same  manner.  Exactly  6 
minutes  after  the  addition  of  the 
NaOH.  determine  the  absorbance  of 
each  solution  at  380  nanometers,  iising 
a  suitable  spectrophotometer  and  dis¬ 
tilled  water  as  the  blank.  Determine 
the  percent  absorptivity  of  the  sample 
relative  to  the  absorptivity  of  the  stan¬ 
dard  using  the  following  calculations: 


AtMorb«nc« 
of  sompi* 


MilNgrams 
y  of  st  andard 


Potency  of  standard  in 
X  wlcmtraina  per  milllKrani 


X  10 


Abeorbanoe  of  standard  X  MlUtgraras  of  sainple  X  (100— m) 
where:  m  >  Percent  molstnre  in  the  sample. 


(ix)  When  calculated  on  an  anhy¬ 
drous  basis,  its  absorptivity  at  380  nan¬ 
ometers  relative  to  that  of  the  rolite¬ 
tracycline  standard  similarly  treated  is 
89.2  ±4.0  percent. 

•  •  •  •  G 

(b)  •  •  • 

(1)  Potency.  Proceed  as  directed  in 
§  436.106  of  this  chapter,  preparing  the 
sample  for  assay  as  follows:  Dissolve 
an  accurately  weighed  sample  in  suffi¬ 
cient  sterile  distilled  water  to  obtain  a 
stock  solution  of  convenient  concen¬ 
tration.  Further  dilute  an  aliquot  of 
the  stock  solution  with  sterile  distilled 
water  to  the  reference  concentration 
of  0.24  microgram  of  rolitetracycline 
per  milliliter  (estimated). 


(6)  4-epianhydrotetracycline.  Pro¬ 
ceed  as  directed  in  §436.309  of  this 
chapter. 

(7)  Crystallinity.  Proceed  as  directed 
in  §  436.203(a)  of  this  chapter. 

(8)  Identity.  Proceed  as  directed  in 
§  436.308  of  this  chapter. 

18.  By  adding  new  §  446.81  to  read  as 
follows: 

§  446.81  Tetracycline  hydrochloride. 

(a)  Requirements  for  certification— 
(1)  Standards  of  identity,  strength, 
quality,  and  purity.  Tetracycline  hy¬ 
drochloride  is  [4S- 


(4a.4aa.5aa,6/3,12aa)]-4- 
( dimethylamino  )-l,4.4a,5.5a.6,ll,12a- 
octahydro-3.6, 10,1 2, 1 2a-pentahydroxy- 
6-methyl-  l.ll-dioxo-2- 
naphthacenecarboxamide  monohy¬ 
drochloride.  It  is  so  purified  and  dried 
that: 

(i)  Its  potency  is  not  less  than  900 
micrograms  per  milligram. 

(ii)  It  passes  the  safety  test. 

(ill)  Its  loss  on  drying  is  not  more 
than  2  percent. 

(iv)  Its  pH  in  an  aqueous  solution 
containing  10  milligrams  per  milliliter 
is  not  less  than  1.8  and  not  more  than 
2.8. 
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(V)  When  calculated  on  the  anhy¬ 
drous  basis,  its  absorptivity  at  380  nan¬ 
ometers  relative  to  that  of  the  tetracy¬ 
cline  hydrochloride  working  standard 
similarly  treated  is  100±4  percent. 

(vi)  Its  4-epianhydrotetracycline 
content  is  not  more  than  2.0  percent. 

(vli)  It  is  crystalline. 

(vlli)  It  passes  the  identity  test  for 
tetracycline. 

(2)  Labeling.  It  shall  be  labeled  in 
accordance  with  the  requirements  of 
S  432.5  of  this  chapter. 

(3)  Reqxiests  for  certification;  sam¬ 
ples.  In  addition  to  complying  with  the 
requirements  of  $  431.1  of  this  chapter, 
each  such  request  shall  contain: 

(i)  Results  of  tests  and  assays  on  the 
batch  for  potency,  safety,  loss  on 
drying,  pH,  absorptivity,  4- 
epianhydrotetracycline  content,  crys¬ 
tallinity,  and  identity. 

(ii)  Samples  required:  10  packages, 
each  contsdning  approximately  300 
milligrams. 

(b)  Tests  and  methods  of  assay— (1) 
Potency.  Proceed  as  directed  in 
§  436.108  of  this  chapter,  preparing  the 
sample  for  assay  as  foUows:  Dissolve 
an  accurately  weighed  sample  in  suffi¬ 
cient  O.IJV  hydrochloric  acid  to  obtain 
a  concentration  of  1,000  micrograms  of 
tetracycline  hydrochloride  per  millili¬ 
ter  (estimated).  Further  dilute  an  ali¬ 
quot  of  the  stock  solution  with  sterile 


distilled  water  to  the  reference  con¬ 
centration  of  0.24  microgram  of  tetra¬ 
cycline  hydrochloride  per  milliliter 
(estimated). 

(2)  Safety.  Pr(x:eed  as  directed  in 
S  436.33  of  this  chapter. 

(3)  Loss  on  drying.  Proceed  as  direct¬ 
ed  in  $  436.200(b)  of  this  chapter. 

(4)  pH.  Proceed  as  directed  in 
$436,202  of  this  chapter,  using  an 
aqueous  solution  containing  10  milli¬ 
grams  per  milliliter. 

(5)  Absorptivity.  Dissolve  approxi¬ 
mately  40  milligrams  of  the  sample, 
accurately  weighed,  in  approximately 
150  milliliters  of  distilled  water  by 
mixing  thoroughly.  Dilute  to  250  milli¬ 
liters  with  distilled  water  and  mix 
thoroughly.  Transfer  a  10.0  milliliter 
aliquot  of  this  solution  to  a  100-millili- 
ter  volumetric  flask,  add  about  75  mil¬ 
liliters  of  distilled  water  and  5.0  millili¬ 
ters  of  bN  NaOH,  dilute  to  volume 
with  water,  and  mix  thoroughly.  Treat 
a  sample  of  the  tetracycline  hydro¬ 
chloride  working  standard  in  the  same 
manner.  Exactly  6  minutes  after  the 
addition  of  the  NaOH,  determine  the 
absorbance  of  each  solution  at  380 
nanometers,  using  a  suitable  spectro¬ 
photometer  and  distilled  water  as  the 
blank.  Determine  the  percent  absorp¬ 
tivity  of  the  sample  relative  to  the  ab¬ 
sorptivity  of  the  standard  using  the 
following  calculations: 


(ii)  Samples  required: 

(a)  For  all  tests  except  sterility:  10 
packages,  each  containing  approxi¬ 
mately  300  milligrams. 

(b)  For  sterility  testing:  20  packages, 
each  containing  approximately  300 
milligrams. 

(b)  Tests  and  methods  of  assay— (1) 
Potency.  Proceed  as  directed  in 
$  436.106  of  this  chapter,  preparing  the 
sample  for  assay  as  follows:  Dissolve 
an  accurately  weighed  sample  in  suffi¬ 
cient  O.IN  hydrochloric  acid  to  obtain 
a  concentration  of  1,000  micrograms  of 
tetracycline  hydnxjhlorlde  per  millili¬ 
ter  (estimated).  Further  dilute  an  ali¬ 
quot  of  the  8t(x:k  solution  with  sterile 
distilled  water  to  the  reference  con¬ 
centration  of  0.24  microgram  of  tetra¬ 
cycline  hydrochloride  per  milliliter 
(estimated). 

(2)  Sterility.  Proceed  as  directed  in 
$436.20  of  this  chapter,  using  the 
method  described  in  paragraph  (eKl) 
of  that  section,  except  use  diluting 
fluid  D  in  lieu  of  diluting  fluid  A. 

(3)  Pyrogens.  Proceed  as  directed  In 
$  436.32(b)  of  this  chapter,  using  a  so¬ 
lution  containing  5  milligrams  of  te¬ 
tracycline  hydrochloride  per  milliliter. 

(4)  Safety.  Proceed  as  directed  in 
$  436.33  of  this  chapter. 


Feronit 

raatiw 

fttjMpUvhy 


Absorbance  IfilUKrains  Potency  of  standard  In 

ol  sample _ X  ol  standard  X  mlcrograms  per  mllligmm 

kWirbauec  uf  tlaudard  X  MilUgrams  of  sample  X  (100— im) 


when:  ai  «  Perteat  moisUue  in  the  sampls. 


X  H> 


(6)  4-Epianhydrotetracycline  Pro¬ 
ceed  as  directed  in  $436,309  of  this 
chapter. 

(7)  Crystallinity.  Proceed  as  directed 
in  $  436.203(a)  of  this  chapter. 

(8)  Identity.  Proceed  as  directed  in 
$  436.308  of  this  chapter. 

19.  By  revising  $  446.81a  to  read  as 
follows: 

$  446.81a  Sterile  tetracycline  hydrochlo¬ 
ride. 

(a)  Requirements  for  certification— 

(1)  Standards  of  identity,  strength, 
quality,  and  purity.  Tetracycline  hy¬ 
drochloride  is  i4S 

(4a,4aa.5aa.68,12aa)]  -  4  -  dimcthyla- 
mino)  -  1.4,4a.5,5a,6.11,12a  -  (x:tahydro 

-  3,6,10,12,12a  -  pentahydroxy  -  6  - 
methyl  - 1,11  -  dioxo  -  2  -  naphthacene 

-  carboxamide  monohydrochloride.  It 
is  so  purified  and  dried  that: 

(i)  Its  potency  is  not  less  than  900 
micrograms  of  tetracycline  hydr(x:hlo- 
ride  per  milligram. 

(ii)  It  is  sterile. 


(vli)  Its  pH  in  an  aqueous  solution 
containing  10  milligrams  per  milliliter 
is  not  less  than  1.8  and  not  more  than 
2.8. 

(viil)  When  calculated  on  the  anhy¬ 
drous  basis,  its  absorptivity  at  380  nan¬ 
ometers  relative  to  that  of  the  tetracy¬ 
cline  hydrochloride  working  standard 
similarly  treated  Is  100  ±4  percent. 

(ix)  Its  4-epianhydrotetracycline 
content  is  not  more  than  2.0  percent. 

(X)  It  is  crystalline. 

(xl)  It  passes  the  identity  test  for  te¬ 
tracycline. 

(2)  Labeling.  It  shall  be  labeled  in 
accordance  with  the  requirements  of 
$  432.5  of  this  chapter. 

(3)  Requests  for  certification;  sam¬ 
ples.  In  addition  to  complying  with  the 
requirements  of  $  431.1  of  this  chapter, 
each  such  request  shall  contain: 

(i)  Results  of  tests  and  assays  on  the 
batch  for  potency,  sterility,  pyrogens, 
safety,  histamine,  loss  on  drying,  pH. 
absorptivity,  4-epianhydrotetracycline 
content,  crystallinity,  and  identity. 


(5)  Histamine  Pinceed  as  directed  in 
$  436.35  of  this  chapter. 

(6)  Lofs  on  drying.  Pr(x:eed  as  di¬ 
rected  in  $  436.200(b)  of  this  chapter. 

(7)  pH.  Proceed  as  directed  in 
$  436.202  of  this  chapter,  using  an 
aqueous  solution  containing  10  milli¬ 
grams  per  mUliliter. 

(8)  Absorptivity.  Dissolve  approxi¬ 
mately  40  milligrams  of  the  sample, 
accurately  weighed,  in  approximately 
150  milliliters  of  distilled  water  by 
mixing  thoroughly.  Dilute  to  250  milli¬ 
liters  with  distilled  water  and  mix 
thoroughly.  Transfer  a  10-milliliter 
aliquot  of  this  solution  to  a  100-millill- 
ter  volumetric  flask,  add  approximate¬ 
ly  75  milliliters  of  distilled  water  and  5 
milliliters  of  bN  NaOH.  dilute  to 
volume  with  water,  and  mix  thorough¬ 
ly.  Treat  a  sample  of  the  tetracycline 
hydrochloride  working  standard  in  the 
same  manner.  Exactly  6  minutes  after 
the  addition  of  the  NaOH,  determine 
the  absorbance  of  each  solution  at  380 
nanometers,  using  a  suitable  spectro¬ 
photometer  and  distilled  water  as  the 
blank.  Determine  the  percent  absorp¬ 
tivity  of  the  sample  relative  to  the  ab¬ 
sorptivity  of  the  standard  using  the 
following  calculation: 


(iii)  It  is  nonpyrogenic. 

(iv)  It  passes  the  safety  test. 

(V)  It  contains  no  histamine  or  hista¬ 
mine-like  substances. 

(vi)  Its  loss  on  drying  is  not  more 
than  2  percent. 


Peroffit 

relative 

abeorptivltr 


AbsortMtnee  .  MUUgnunt  Potanej  of  standard  in 

otwanple _ X  of  standard _ X  mlerograins  per  mllHpmra 

Abaorttanoe  of  standard  X  Milligrams  of  sample  X  (100— »)  , 


where:  «  —  Percent  moisture  In  the  sample. 


X  10 
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(9)  4-Epianhydrotetracycline.  Pro¬ 
ceed  as  directed  in  §436.309  of  this 
chapter. 

(10)  Crystallinity.  Proceed  as  direct¬ 
ed  in  §  436.203(a)  of  this  chapter. 

(11)  Identity.  Proceed  as  directed  in 
§  436.308  of  this  chapter. 

20.  By  revising  §  446.82  to  read  as  fol¬ 
lows: 

§  446.82  Tetracycline  phosphate  complex. 

(a)  Requirements  for  certification— 

(1)  Standards  of  identity,  strength, 
quality,  and  purity.  Tetracycline  phos¬ 
phate  complex  is  [4S- 
(4a,4aa,5aa,6/3,12aa)]  -  4  -  (dimethyla- 
mino)  -  1.4,4a,5,5a,6,11.12a  •  octahydro 
-  3,6.10,12,12a  -  pentahydroxy  -  6  - 
methyl  -  1,11  -  dioxo  -  2  - 

naphthacenecarboxamide  phosphate 
complex.  It  is  so  purified  and  dried 
that: 

(1)  Its  potency  is  not  less  than  750 
micrograms  per  milligram  on  the  an¬ 
hydrous  basis. 

(ii)  It  passes  the  safety  test. 

(iii)  Its  moisture  content  is  not  more 
than  9  percent. 

(iv)  Its  pH  in  an  aqueous  suspension 
containing  10  milligrams  per  milliliter 
is  not  less  than  2  and  not  more  than  4. 

(V)  When  calculated  on  the  anhy¬ 
drous  basis,  its  absorptivity  at  380  nan¬ 
ometers  relative  to  that  of  the  tetracy¬ 
cline  hydrochloride  working  standard 
similarly  treated  is  82.0  ±4.9  percent. 

(vi)  Its  4-epianhydrotetracycline 
content  is  not  more  than  2  percent. 

(vii)  It  passes  the  identity  test,  show¬ 
ing  a  presence  of  phosphate,  a  content 
of  not  more  than  0.2  percent  chloride, 
and  a  content  of  not  more  than  1  per¬ 
cent  tetracycline  base. 

(viii)  It  is  crystalline. 

(2)  Labeling.  In  addition  to  the  re¬ 
quirements  of  §432.5  of  this  chapter, 
each  such  package  shall  bear  on  its 
label  or  labeling  the  statement  “For 
use  only  in  the  manufacture  of  non- 
parenteral  drugs”. 

(3)  Requests  for  certification:  sam¬ 
ples.  In  addition  to  complying  with  the 
requirements  of  §  431.1  of  this  chapter, 
each  such  request  shall  contain: 

(i)  Results  of  tests  and  as.says  on  the 
batch  for  potency,  safety,  moisture. 


(6)  4-Epianhydrotetracycline.  Pro¬ 
ceed  as  cUrected  in  §  436.309  of  this 
chapter. 


pH,  absorptivity,  4-epianhydro-  tetra¬ 
cycline  content,  identity,  and  crystal¬ 
linity. 

(ii)  Samples  required:  10  packages, 
each  containing  approximately  60  mil¬ 
ligrams. 

(b)  Tests  and  methods  of  assay— (1) 
Potency.  Proceed  as  directed  in 
§  436.106  of  this  chapter,  preparing  the 
sample  for  assay  as  follows:  Dissolve 
an  accurately  weighed  sample  in  suffi- 
cent  0.1  hydrochloric  acid  to  obtain  a 
concentration  of  1,000  microgrrams  of 
tetracycline  hydrochloride  per  millili¬ 
ter  (estimated).  P^irther  dilute  an  ali¬ 
quot  of  the  stock  solution  with  sterile 
distilled  water  to  the  reference  con¬ 
centration  of  0.24  microgram  of  tetra¬ 
cycline  hydrochloride  per  milliliter 
(estimated). 

(2)  Safety.  Proceed  as  directed  in 
§  436.33  of  this  chapter,  preparing  the 
sample  solution  as  follows:  Dissolve  40 
milligrams  (as  the  anhydrous  com¬ 
pound)  in  2.0  milliliters  of  O.liV  hydro¬ 
chloric  acid  and  dilute  with  sterile  dis¬ 
tilled  water  (diluent  3)  to  the  appro¬ 
priate  test  dose  concentration. 

(3)  Moisture.  Proceed  as  directed  in 
§  436.201  of  this  chapter. 

(4)  pH.  Proceed  as  directed  in 
§436.202  of  this  chapter,  using  a  sus¬ 
pension  containing  10  milligrams  of 
the  sample  per  milliliter. 

(5)  Absorptivity.  Dissolve  approxi¬ 
mately  40  milligrams  of  the  sample, 
accurately  weighed,  in  2.0  milliliters  of 
0.1  iV  HCl  and  dilute  to  250  milliliters 
with  distilled  water.  Transfer  a  10.0 
milliliter  aliquot  of  this  solution  to  a 
100-milliliter  volumetric  flask,  add 
about  75  milliliters  of  distilled  water 
and  5.0  millilitets  of  5iV  NaOH,  dilute 
to  volume  with  water,  and  mix  thor¬ 
oughly.  Treat  a  sample  of  the  tetracy¬ 
cline  hydrochloride  working  standard 
in  the  same  manner.  Exactly  6  min¬ 
utes  after  the  addition  of  NaOH.  de¬ 
termine  the  absorbance  of  each  solu¬ 
tion  at  380  nanometers,  using  a  suit¬ 
able  spectrophotometer  and  distilled 
water  as  the  blank.  Determine  the  per¬ 
cent  absorptivity  of  the  sample  rela¬ 
tive  to  the  absorptivity  of  the  stan¬ 
dard  using  the  following  calculations: 


Transfer  1.0  milliliter  of  the  filtrate  to 
a  100-millillter  glass-stoppered  cylin¬ 
der,  add  10.0  milliliters  of  distilled 


water.  2.0  milliliters  of  ammonium  mo¬ 
lybdate  test  solution,  1.0  milliliter  of 
stannous  chloride  test  solution,  and 
10.0  milliliters  of  isobutyl  alcohol-ben¬ 
zene  mixture  (1:1  ratio),  all  In  the 
order  named.  Shake  vigoroxisly  for  1 
minute,  allow  the  layers  to  separate, 
and  examine  the  top  organic  layer.  In 
the  presence  of  phosphate,  the  top 
layer  turns  blue. 

(ii)  Chloride  content  Td  1.0  milliliter 
of  the  fUtrate  prepared  as  directed  in 
the  first  sentence  of  paragraph 
(bK7)(i)  of  this  section,  add  1  drop  of 
silver  nitrate  test  solution  and  1  drop 
of  nitric  acid.  Any  turbidity  produced 
is  not  greater  than  that  obtained  by 
similarly  treating  1.0  milliliter  of 
0.057iV  hydrochloric  acid. 

(iii)  Determination  of  percent  tetra¬ 
cycline  base.  This  test  is  used  to  deter¬ 
mine  the  quantity  of  tetracycline  pre¬ 
sent  as  base  in  mixtures  with  phos¬ 
phate  salts. 

(a)  Reagents— (1)  1,4-Dioxane. 

(2)  Purified  dioxane:  Pass  the  diox- 
ane  through  a  column  of  Amberlite 
IRA  400  (OH-)  resin  or  equivalent. 

(3)  Perchloric  acid,  0.0  IN;  Dilute  0.84 
milliliter  of  70  percent  perchloric  acid 
to  1,000  milliliters  with  purified  diox¬ 
ane;  standardize  at  lea:.t  once  every  2 
days,  as  follows:  Weigh  accurately 
about  70  milligrams  of  diphenylguani- 
dine,  and  dissolve  in  50  milliliters  of 
ethyl  alcohol  in  a  250-milliliter  flask. 
Add  two  drops  of  methyl  red.  and  ti¬ 
trate  with  the  perchloric  acid  solution 
until  the  yellow  color  changes  to 
orange.  Deduct  the  volume  of  the 
perchloric  acid  consumed  by  50  millili¬ 
ters  of  the  ethyl  alcohol,  and  calculate 
the  nonmdity.  Each  2.113  milligrams 
of  diphenylguanidine  is  equivalent  to  1 
milliliter  of  O.OIN  perchloric  acid. 

(4)  Methyl  red  indicator:  Dissolve 
100  milligrams  of  methyl  red  in  100 
milliliters  of  methyl  alcohol. 

(ft)  Procedure.  Place  an  accurately 
weighed  1-gram  sample  into  a  50-milli¬ 
liter  Erlenmeyer  flask,  add  10.0  millili¬ 
ters  of  purified  dioxane  and  shake  the 
mixture  manually  for  about  2  minutes. 
Allow  to  settle,  decant  all  the  superna¬ 
tant  liquid  into  a  50-millil!ter  polyeth¬ 
ylene  centrifuge  tube,  cover  with  Para- 
film  (or  equivalent),  and  centrifuge 
until  clear  (about  3  minutes).  Pipette 
5.0  milliliters  of  the  clear,  supernatant 
solution  into  a  50-milliliter  beaker,  stir 
magnetically,  and  titrate  with  O.OIN 
perchloric  acid,  using  methyl  red  as 
the  indicator.  The  endpoint  is  the  last 
color  change  to  orange  when  a  drop  of 
titrant  is  added.  Calculate  the  percent 
tetracycline  base  as  follows: 


FerMnt 

retetive 


Absorbance  Ifilllipvna  Potanex  of  sUiHlard  In 

.  livitT  ™  of  mmplo _ X  of  sUndard _ X  mlcroxrama  par  mtiUtrrate 

*  ^  ^  Abaorbanco  of  standard  X  MlUlgraina  of  sample  X  (100-») 


X  W 


where;  m  •  Percent  moisture  in  the  sample. 


(7)  Identity— (i)  Presence  of  phos¬ 
phate.  Prepare  a  filtrate  as  follows: 
Suspend  100  milligrams  of  the  sample 
in  10  milliliters  of  distilled  water  and 
filter  a  small  portion  by  gravity. 


Pereent  tetracycline  base 


MilMlIters  of  acid  twed  X  NonaaBty  X  0.«445X2(IO 
Wel(bt  of  aample 


(8)  Crystallinity.  Proceed  as  directed  21.  By  revising  §446.110  to  read  as 
in  §  436.203(a)  of  this  chapter.  follows: 
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S  446.110  Chlortetracycline  hydrochloride 
capsules. 

(a)  Requirements  for  certification— 

(1)  Standards  of  identity,  strength, 
quality,  and  purity.  Chlortetracycline 
hydrochloride  capsules  are  composed 
of  chlortetracycline  hydrochloride  and 
one  or  more  suitable  and  harmless  di¬ 
luents.  lubricants,  and  fillers.  Each 
capsule  contains  50,  100,  or  250  milli¬ 
grams  of  chlortetracycline  hydrochlo¬ 
ride.  The  potency  is  satisfactory  if  it  is 
not  less  than  90  percent  and  not  more 
than  120  percent  of  the  number  of 
milligrams  of  chlortetracycline  hydro¬ 
chloride  that  it  is  represented  to  con¬ 
tain.  The  loss  on  drying  is  not  more 
than  1  percent.  The  chlortetracycline 
hydrochloride  used  conforms  to  the 
standards  prescribed  by  §  446.10(aKl). 

(2)  Labeling.  It  shall  be  labeled  in 
accordance  with  the  requirements  of 
S  432.5  of  this  chapter. 

(3)  Requests  for  certification;  sam¬ 
ples.  In  addition  to  complying  with  the 
requirements  of  §  431.1  of  this  chapter, 
each  such  request  shall  contain; 

(1)  Results  of  tests  and  assays  on: 

(a)  The  chlortetracycline  hydrochlo¬ 
ride  used  in  making  the  batch  for  po¬ 
tency,  safety,  loss  on  drying,  pH,  crys- 
talinity,  and  identity. 

(0)  The  batch  for  potency  and  loss 
on  drying. 

(ii)  Samples  required; 

(o)  The  chlortetracycline  hydrochlo¬ 
ride  used  in  making  the  batch;  10 
packages,  each  containing  approxi¬ 
mately  300  milligrams. 

(b)  The  batch;  A  minimum  of  36  cap¬ 
sules. 

(b)  Test  and  methods  of  ossay— (1) 
Potency.  Proceed  as  directed  in 
§  436.106  of  this  chapter,  preparing  the 
sample  for  assay  as  follows:  Place  a 
representative  number  of  calteules  into 
a  high-speed  glass  blender  jar  contain¬ 
ing  sufficient  0.017V  hydrochloric  acid 
to  give  a  stock  solution  of  convenient 
concentration.  Blend  for  3  to  5  min¬ 
utes.  Remove  a  aliquot  of  the  stock  so¬ 
lution  and  further  dilute  with  sterile 
distilled  water  to  the  reference  con¬ 
centration  of  0.06  microgram  of  chlor¬ 
tetracycline  hydrochloride  per  millili¬ 
ter  (estimated). 

(2)  Loss  on  drying.  Proceed  as  direct¬ 
ed  in  §  436.200(b)  of  this  chapter. 

§  446.110a  [Revoked] 

22.  By  revoking  §  446.110a  Chlor-  te¬ 
tracycline  hydrochloride  tablets;  tetra¬ 
cycline  hydrochloride  tablets;  tetracy¬ 
cline  tablets. 

§  446.1 1  Ob  [Revoked  ] 

23.  By  revoking  §  446.110b  Chlor-  te¬ 
tracycline  hydrochloride  capsules;  te¬ 
tracycline  hydrochloride  capsules;  te¬ 
tracycline  capsules;  tetracycline  phos¬ 
phate  complex  capsules. 

§446.111  [Revoked] 

24.  By  revoking  §446.111  Chlortetra¬ 
cycline  calcium  sirup  (chlortetracy¬ 


cline  calcium  oral  drops);  tetracycline 
sirup  (tetracycline  oral  drops);  tetracy¬ 
cline  magnesium  sirup  (tetracycline 
magnesium  oral  drops). 

25.  In  §  446.115a  by  revising  para¬ 
graph  (b)(1)  to  read  as  follows; 

§  446.115a  Demeclocycline  oral  suspen¬ 
sion. 

•  •  •  •  • 

(b)  •  •  • 

(1)  Potency.  Proceed  as  directed  in 
§  436.106  of  this  chapter,  preparing  the 
sample  for  assay  as  follows:  Transfer 
an  accurately  measured  representative 
portion  of  the  well-shaken  suspension 
to  an  appropriate-sized  volumetric 
flask  and  dilute  to  volume  with  O.liV 
hydrochloric  acid  to  obtain  a  stock  so¬ 
lution  of  convenient  concentration 
containing  not  less  than  150  micro¬ 
grams  of  demeclocycline  hydrochlo¬ 
ride  per  milliliter  (estimated).  Mix 
well.  Further  dilute  an  aliquot  of  the 
stock  solution  with  sterile  distilled 
water  to  the  reference  concentration 
of  0.100  microgram  of  demeclocycline 
hydrochloride  per  milliliter  (estimat¬ 
ed). 

•  •  •  •  * 

26.  In  §  446.115b  by  revising  para¬ 
graph  (b)(1)  to  read  as  follows: 

§  446.115b  Demeclocycline  for  oral  sus¬ 
pension. 

0  •  •  •  • 

(b)  •  •  • 

(1)  Potency.  Proceed  as  directed  in 
§  436.106  of  this  chapter,  preparing  the 
sample  for  assay  as  follows:  Reconsti¬ 
tute  as  directed  in  the  labeling.  Trans¬ 
fer  an  accurately  measured  represen¬ 
tative  portion  of  the  well-shaken  sus¬ 
pension  to  an  appropriate-sized  volu¬ 
metric  flask  and  dilute  to  volume  with 
O.IAT  hydrochloric  acid  to  obtain  a 
stock  solution  of  convenient  concen¬ 
tration  containing  not  less  than  150 
micrograms  of  demeclocycline  per  mil¬ 
liliter  (estimated).  Further  dilute  an 
aliquot  of  the  stock  solution  with  ster¬ 
ile  distilled  water  to  the  reference  con¬ 
centration  of  0.100  microgram  of  de¬ 
meclocycline  hydrochloride  per  milli¬ 
liter  (estimated). 

G  •  •  0  • 

27.  In  §  446.116a  by  revising  para¬ 
graph  (b)(1)  to  read  as  follows; 

§  446.116a  Demeclocycline  hydrochloride 
tablets. 

*  •  •  •  • 

(b)  •  •  • 

(1)  Potency.  Proceed  as  directed  in 
§  436.106  of  this  chapter,  preparing  the 
sample  for  assay  as  follows:  Place  a 
representative  number  of  tablets  into 


a  high-speed  glass  blender  Jar  contain¬ 
ing  sufficient  0.17V  hydrochloric  acid 
to  obtain  a  stock  solution  of  conve¬ 
nient  concentration  containing  not 
less  than  150  micrograms  of  demeclo¬ 
cycline  hydrochloride  per  milliliter 
(estimated).  Blend  for  3  to  5  minutes. 
Remove  an  aliquot  of  the  stock  solu¬ 
tion  and  further  dilute  with  sterile  dis¬ 
tilled  water  to  the  reference  concen¬ 
tration  of  0.100  microgram  of  demeclo¬ 
cycline  hydrochloride  per  milliliter 
(estimated). 

•  •  •  •  • 

28.  In  §  446.116c  by  revising  para¬ 
graph  (b)(1)  to  read  as  follows: 

§  446.116c  Demeclocycline  hydrochloride 
capsules. 

•  •  •  •  • 

(b)  •  •  • 

(1)  Potency.  Proceed  sis  directed  in 
§  436.106  of  this  chapter,  preparing  the 
ssunple  for  assay  as  follows:  Plsice  a 
representative  humber  of  capsules  into 
a  high-speed  glass  blender  Jar  contain¬ 
ing  sufficient  0.17V  hydrochloric  acid 
to  obtain  a  stock  solution  of  conve¬ 
nient  concentration  containing  not 
less  thsui  150  micrograms  of  demeclo¬ 
cycline  hydrochloride  per  milliliter 
(estimated).  Blend  for  3  to  5  minutes. 
Remove  sui  aliquot  of  the  stock  solu¬ 
tion  and  further  dilute  with  sterile  dis¬ 
tilled  water  to  the  reference  concen¬ 
tration  of  0.100  microgram  of  demeclo¬ 
cycline  hydrochloride  per  milliliter 
(estimated). 

•  •  •  •  • 

29.  In  §  446.120a  by  revising  para¬ 
graph  (b)(1)  to  read  as  follows: 

§  446.120a  Doxyrycline  hyclate  capsules. 

•  •  •  •  • 

(b) •  •  • 

(1)  Potency.  Proceed  as  directed  in 
§  436.106  of  this  chapter,  preparing  the 
sample  for  assay  as  follows:  Place  a 
representative  number  of  capsules  into 
a  high-speed  glass  blender  jar  contain¬ 
ing  sufficient  0.17V  hydrochloric  acid 
to  obtain  a  stock  solution  of  conve¬ 
nient  concentration  containing  not 
less  than  150  micrograms  of  doxycy- 
cline  per  milliliter  (estimated).  Blend 
for  3  to  5  minutes.  Remove  an  aliquot 
of  the  stock  solution  and  further 
dilute  with  sterile  distilled  water  to 
the  reference  concentration  of  0.100 
microgram  of  doxycycline  per  millili¬ 
ter  (estimated). 

•  •  G  G  • 

30.  In  §446.121  by  revising  para¬ 
graphs  (a)(2)  and  (b)(1),  to  read  as  fol¬ 
lows: 
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S  446.121  Doxycycline  monohydrate  for 
oral  suspension. 

•  •  •  •  • 

(a)  •  •  • 

(2)  Labeling.  In  addition  to  the  label¬ 
ing  requirements  of  §  432.5  of  this 
chapter,  this  drug  shall  be  labeled 
“doxycycline  for  oral  suspension”. 

•  •  •  •  # 

(b)  •  •  • 

(1)  Potency.  Proceed  as  directed  in 
§  436.106  of  this  chapter,  preparing  the 
sample  for  assay  as  follows:  Reconsti¬ 
tute  as  directed  in  the  labeling.  Trans¬ 
fer  an  accurately  measured  represen¬ 
tative  portion  of  the  well-shaken  sus- 
pen.'^ion  to  an  appropriate-sized  volu¬ 
metric  flask  and  dilute  to  volume  with 
0.1  iV  hydrochloric  acid  to  obtain  a 
stock  solution  of  convenient  concen¬ 
tration  containing  not  less  than  150 
micrograms  of  doxycycline  per  millili¬ 
ter  (estimated).  Further  dilute  an  ali¬ 
quot  of  the  stock  solution  with  sterile 
distilled  water  to  the  reference  con¬ 
centration  of  0.100  microgram  of  doxy¬ 
cycline  per  milliliter  (estimated). 

•  •  •  •  # 

31.  In  §  446.150a  by  revising  para¬ 
graph  (bKl)  to  read  as  follows: 

§  446.150a  M«tharyclin«  hydrochluride 
capsules. 

•  •  •  0  • 

(b)  •  •  • 

(1)  Potency.  Proceed  as  directed  in 
§  436.106  of  this  chapter,  preparing  the 
sample  for  a.ssay  as  follows:  Place  a 
representative  number  of  capsules  into 
a  high-speed  glass  blender  jar  contain¬ 
ing  sufficient  sterile  distilled  water  to 
give  a  stock  solution  of  convenient 
concentration.  Further  dilute  an  ali¬ 
quot  of  the  stock  solution  with  sterile 
distilled  water  to  the  reference  con¬ 
centration  of  0.06  microgram  of  meth- 
acycllne  per  milliliter  (estimated). 

^  • 

32.  In  §  446.150b  by  changing  the 
word  “sirup”  to  read  "oral  suspension” 
in  the  section  heading  and  in  para¬ 
graph  (a)(1)  and  by  revising  paragraph 
(bKl)  to  read  as  follows: 

§  446.150b  Methacycline  hydrochloride 
oral  suspension. 

•  •  •  •  t 

(b)  •  *  • 

(1)  Potency.  Proceed  as  directed  in 
§  436.106  of  this  chapter,  preparing  the 
sample  for  assay  as  follows:  Transfer 
an  accurately  measured  representative 
portion  of  the  well-shaken  suspension 
to  an  appropriate-sized  volumetric 
flask,  and  dilute  to  volume  with  sterile 


distilled  water.  Mix  well.  Remove  an 
aliquot  of  the  stock  solution  and  fur¬ 
ther  dilute  with  sterile  distilled  water 
to  the  reference  concentration  of  0.06 
microgram  of  methacycline  per  millili¬ 
ter  (estimated). 

•  •  •  *  • 

33.  In  §  446.160a  by  revising  para¬ 
graph  (bKl)  to  read  as  follows: 

§  446.160a  Minocycline  hydrochloride  tab¬ 
lets. 

•  •  •  •  • 

(b)  •  •  • 

(1)  Potency.  Proceed  as  directed  in 
§  436.106  of  this  chapter,  preparing  the 
sample  for  assay  as  follows:  Place  a 
representative  number  of  tablets  into 
a  high-speed  glass  blender  jar  contain¬ 
ing  sufficient  O.llV  hydrochloric  acid 
to  obtain  a  stock  solution  of  conve¬ 
nient  concentration  containing  not 
less  than  150  micrograms  of  minocy¬ 
cline  per  milliliter  (estimated).  Blend 
for  3  to  5  minutes.  Remove  an  aliquot 
of  the  stock  solution  and  further 
dilute  with  sterile  distilled  water  to 
the  reference  concentration  of  0.100 
microgram  of  minocycline  per  millili¬ 
ter  (estimated). 

34.  In  §  446.160b  by  revising  para¬ 
graph  (b)(1)  to  read  as  follows: 

§  446.160b  Minocycline  hydrochloride  cap¬ 
sules. 

«  •  •  #  « 

(b)  *  •  * 

(1)  Potency.  Proceed  as  directed  in 
§  436.106  of  this  chapter,  preparing  the 
sample  for  assay  as  follows:  Place  a 
representative  number  of  capsules  into 
a  high-speed  glass  blender  jar  contain¬ 
ing  sufficient  O.llV  hydrochloric  acid 
to  obtain  a  stock  solution  of  conve¬ 
nient  concentration  containing  not 
less  than  150  micrograms  of  minocy¬ 
cline  per  milliliter  (estimated).  Blend 
for  3  to  5  minutes.  Remove  an  aliquot 
of  the  stock  solution  and  further 
dilute  with  sterile  distilled  water  to 
the  reference  concentration  of  0.100 
microgram  of  minocycline  per  millili¬ 
ter  (estimated). 

•  #  •  •  • 

35.  In  §  446.160c  by  revising  para¬ 
graph  (b)(1)  to  read  as  follows: 

§  446.160c  Minocycline  hydrochloride  oral 
suspension. 

«  •  •  •  • 

(b)  *  •  • 

(1)  Potency.  Proceed  as  directed  in 
§  436.106  of  this  chapter,  preparing  the 
sample  for  assay  as  follows:  Transfer 
an  accurately  measured  representative 
portion  of  the  well-shaken  suspension 
to  an  appropriate-sized  volumetric 


flask  and  dilute  to  volume  with  0.1  iV 
hydrochloric  acid  to  obtain  a  stock  so¬ 
lution  of  convenient  concentration 
containing  not  less  than  150  micro¬ 
grams  of  minocycline  per  milliliter  (es¬ 
timated).  Mix  well.  Remove  an  aliquot 
of  the  stock  solution  and  further 
dilute  with  sterile  distilled  water  to 
the  reference  concentration  of  0.100 
microgram  of  minocycline  per  millili¬ 
ter  (estimated). 

•  *  •  •  • 

36.  By  revising  §  446.165a  to  read  as 
follows: 

§  446.165a  Oxytetracycline  tablets. 

(a)  Reguirementa  for  certification— 
(1)  Standards  of  identity,  strength. 
Quality,  and  purity.  Oxytetracycline 
tablets  are  tablets  composed  of  oxyte¬ 
tracycline  and  one  or  more  suitable 
and  harmless  diluents,  binders,  lubri¬ 
cants,  colorings,  and  coating  sub¬ 
stances.  The  potency  of  each  tablet  is 
250  milligrams  of  oxytetracycline.  Its 
potency  is  satisfactory  if  it  is  not  less 
than  90  percent  and  not  more  than 
120  percent  of  the  number  of  milli¬ 
grams  of  oxytetracycline  that  it  is  rep¬ 
resented  to  contain.  The  moisture  con¬ 
tent  is  not  more  than  7.5  percent. 
They  shall  disintegrate  within  1  hour. 
The  oxytetracycline  used  conforms  to 
the  standards  prescribed  by 
§  446.165(a)(1). 

(2)  Labeling.  It  shall  be  labeled  in 
accordance  with  the  requirements  of 
§  432.5  of  this  chapter. 

(3)  Requests  for  certification;  sam¬ 
ples.  In  addition  to  complying  with  the 
requirements  of  §  431.1  of  this  chapter, 
each  such  request  shall  contain: 

(i)  Results  of  tests  and  assays  on: 

(а)  The  oxytetracycline  used  in 
making  the  batch  for  potency,  safety, 
moisture,  pH,  absorptivity,  identity, 
and  crystallinity. 

(б)  The  batch  for  potency  moisture, 
and  disintegration  time. 

(il)  Samples  required: 

(a)  The  oxytetracycline  used  in 
making  the  batch:  10  packages,  each 
containing  approximately  300  milli¬ 
grams. 

(6)  The  batch:  A  minimum  of  36  tab¬ 
lets. 

(b)  Tests  and  methods  of  assay— (1) 
Potency.  Proceed  as  directed  in 
§  436.106  of  this  chapter,  preparing  the 
sample  for  assay  as  follows:  Place  a 
representative  number  of  tablets  into 
a  high-speed  glass  blender  jar  contain¬ 
ing  sufficient  O.IN  hydrochloric  acid 
to  obtain  a  stock  solution  of  conve¬ 
nient  concentration  containing  net 
less  than  150  micrograms  of  oxytetra¬ 
cycline  per  milliliter  (estimated). 
Blend  for  3  to  5  minutes.  Remove  an 
aliquot  of  the  stock  solution  and  fur¬ 
ther  dilute  with  sterile  distilled  water 
to  the  reference  concentration  of  0.24 
microgram  of  oxytetracycline  per  mil¬ 
liliter  (estimated). 
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(2)  Moisture.  Proceed  as  directed  in 
§  436.201  of  this  chapter. 

(3)  Disintegration  time.  Proceed  as 
directed  in  $436,212  of  this  chapter, 
using  the  method  described  in  para¬ 
graph  (eXl)  of  that  section. 

$  446.165b  [Revoked] 

37.  By  revoking  §  446.165b  Oxytetra- 
cycline  capsules;  oxytetracycline  hy¬ 
drochloride  capsules. 

38.  By  revising  $  446.165d  to  read  as 
follows: 

§  446.165d  Oxytetracycline  for  oral  sus¬ 
pension. 

(a)  Requirements  for  certification- 
ill  Standards  of  identity,  strength, 
quality,  and  purity.  Oxytetracycline 
for  oral  suspension  is  oxytetracycline 
with  one  or  more  suitable  and  harm¬ 
less  buffer  substances,  preservatives, 
diluents,  colorings,  and  flavorings. 
When  prepared  as  directed  in  the  la¬ 
beling.  each  milliliter  contains  50  mil¬ 
ligrams  of  oxytetracycline.  Its  potency 
is  satisfactory  if  it  is  not  less  than  90 
percent  and  not  more  than  115  per¬ 
cent  of  the  number  of  milligrams  of 
oxytetracycline  that  it  is  represented 
to  contain.  Its  loss  on  drying  is  not 
more  than  2  percent.  When  reconsti¬ 
tuted  as  directed  in  the  labeling,  its 
pH  is  not  less  than  5.5  and  not  more 
than  7.5.  The  oxytetracycline  used 
conforms  to  the  standards  prescribed 
by  $446.65(aKl). 

(2)  Labeling.  It  shall  be  labeled  in 
accordance  with  the  requirements  of 
§  432.5  of  this  chapter. 

(3)  Requests  for  certification;  sam¬ 
ples.  In  addition  to  complying  with  the 
requirements  of  §  431.1  of  this  chapter, 
each  such  request  shall  contain: 

(i)  Results  of  tests  and  assays  on: 

(а)  The  oxytetracycline  used  in 
making  the  batch  for  potency/  safety, 
moisture,  pH,  absorptivity,  identity, 
and  crystallinity. 

(б)  The  batch  for  potency,  loss  on 
drying,  and  pH. 

(ii)  Samples  required: 

(a)  The  oxytetracycline  used  in 
making  the  batch:  10  packages,  each 
containing  approximately  300  milli¬ 
grams. 

(6)  The  batch:  A  minimum  of  six  im¬ 
mediate  containers. 

(b)  Tests  and  methods  of  assay— ill 
Potency.  Proceed  as  directed  in 
§  436.106  of  this  chapter,  preparing  the 
sample  for  assay  as  follows:  Reconsti¬ 
tute  as  directed  in  the  labeling.  Trans¬ 
fer  an  accurately  measured  represen¬ 
tative  portion  of  the  well-shaken  sus¬ 
pension  to  an  appropriate-sized  volu¬ 
metric  flask  and  dilute  to  volume  with 
O.liV  hydrochloric  acid  to  obtain  a 
stock  solution  of  convenient  concen¬ 
tration  containing  not  less  than  150 
micrograms  of  oxytetracycline  per  mil¬ 
liliter  (estimated).  Mix  well.  Fprther 
dilute  an  aliquot  of  the  stock  solution 
with  sterile  distilled  water  to  the  ref¬ 


erence  concentration  of  0.24  micro¬ 
gram  of  oxytetracycline  per  milliliter 
(estimated). 

(2)  Loss  on  drying.  Proceed  as  direct¬ 
ed  in  $  436.200(b)  of  this  chapter. 

(3)  pH.  Reconstitute  as  directed  in 
the  labeling  and  proceed  as  directed  in 
$  436.202  of  this  chapter. 

39.  By  revising  §446.166  to  read  as 
follows: 

$  446.166  Oxytetracycline  calcium  oral 
suspension. 

(a)  Requirements  for  certification- 
ill  Standards  of  identity,  strength, 
quality,  and  purity.  Oxytetracycline 
calcium  oral  suspension  contains  oxy¬ 
tetracycline  calcium  with  one  or  more 
suitable  and  harmless  buffer  sub¬ 
stances,  suspending  and  stabilizing 
agents,  flavorings,  colorings,  solvents, 
and  preservatives  suspended  in  a  suit¬ 
able  and  harmless  vehicle.  It  contains 
7V-acetyl  glucosamine.  Each  milliliter 
contains  a  quantity  of  oxytetracycline 
calcium  equivalent  to  either  25  milli¬ 
grams  or  100  milligrams  of  oxytetracy¬ 
cline.  Its  potency  is  satisfactory  if  it  is 
not  less  than  90  percent  and  not  more 
than  120  percent  of  the  number  of 
milligrams  of  oxytetracycline  that  it  is 
represented  to  contain.  Its  pH  is  not 
less  than  5.0  and  not  more  than  8.0. 
The  oxytetracycline  calcium  used  con¬ 
forms  to  the  standards  prescribed  by 
$446.66(aKl). 

(2)  Labeling.  It  shall  be  labeled  in 
accordance  with  the  requirements  of 
$  432.5  of  this  chapter. 

(3)  Requests  for  certification;  sam¬ 
ples.  In  addition  to  complying  with  the 
requirements  of  §  431.1  of  this  chapter, 
each  such  request  shall  contain: 

(1)  Results  of  tests  and  assays  on; 

(a)  The  oxytetracycline  calcium  used 

in  making  the  batch  for  potency, 
safety,  moisture,  pH,  calcium  content, 
identity,  and  crystallinity. 

ib)  The  batch  for  potency  and  pH. 

(ii)  Samples  required; 

(a)  The  oxytetracycline  calcium  used 
in  making  the  batch;  10  packages, 
each  containing  approximately  300 
milligrams. 

(6)  The  batch;  A  minimum  of  five 
immediate  containers. 

(b)  Tests  and  methods  of  assay— ill 
Potency.  Proceed  as  directed  in 
$  436.106  of  this  chapter,  preparing  the 
sample  for  assay  as  follows:  Transfer 
an  accurately  measured  representative 
portion  of  the  sample  to  an  appropri¬ 
ate-sized  volumetric  flask  and  dilute  to 
volume  with  O.liV  hydrochloric  acid  to 
give  a  stock  solution  of  convenient 
concentration  containing  not  less  than 
150  micrograms  of  oxytetracycline  per 
milliliter  -(estimated).  Mix  well. 
Remove  an  aliquot  of  the  stock  solu¬ 
tion  and  further  dilute  with  sterile  dis¬ 
tilled  water  to  the  reference  concen¬ 
tration  of  0.24  microgram  of  oxytetra¬ 
cycline  per  milliliter  (estimated). 

(2)  pH.  Proceed  as  directed  in 
$  436.202  of  this  chapter,  using  the  un¬ 
diluted  sample. 


40.  By  revising  $446,167  to  read  as 
follows: 

$  446.167  Oxytetracycline  hydrochloride 
capsules. 

(a)  Requirements  for  certification- 
ill  Standards  of  identity,  strength, 
quality,  and  purity.  Oxytetracycline 
hydrochloride  capsules  are  gelatin 
capsules  containing  oxytetracycline 
hydrochloride  with  or  without  one  or 
more  suitable  and  harmless  buffers, 
preservatives,  diluents,  binders,  and  lu¬ 
bricants.  They  may  contain  glucosa¬ 
mine  hydrochloride.  Each  capsule  con¬ 
tains  50  milligrams,  100  milligrams, 
125  milligrams,  or  250  milligrams  of 
oxytetracycline.  Its  potency  is  satisfac¬ 
tory  if  it  is  not  less  than  90  percent 
and  not  more  than  120  percent  of  the 
number  of  milligrams  of  oxytetracy¬ 
cline  that  it  is  represented  to  contain. 
The  loss  on  drying  is  not  more  than 
5.0  percent.  The  oxytetracycline  hy¬ 
drochloride  used  conforms  to  the  stan¬ 
dards  prescribed  by  $  446.67(aKl). 

(2)  Labeling.  It  shall  be  labeled  in 
accordance  with  the  requirements  of 
$  432.5  of  this  chapter. 

(3)  Requests  for  certification;  sam¬ 
ples.  In  addition  to  the  requirements 
of  $  431.1  of  this  chapter,  each  such  re¬ 
quest  shall  contain: 

(1)  Results  of  tests  and  assays  on: 

(a)  The  oxytetracycline  hydrochlo¬ 
ride  used  in  making  the  batch  for  po¬ 
tency,  safety,  loss  on  drying.  pH.  ab¬ 
sorptivity,  identity,  and  crystallinity. 

ibl  The  batch  for  potency  and  loss 
on  drying. 

(ii)  Samples  required: 

(a)  The  oxytetracycline  hydrochlo¬ 
ride  used  in  making  the  batch:  10 
packages,  each  containing  approxi¬ 
mately  300  milligrams. 

ibl  The  batch:  A  minimum  of  30  cap¬ 
sules. 

(b)  Tests  and  methods  of  assay— ill 
Potency.  Proceed  as  directed  in 
§  436.106  of  this  chapter,  preparing  the 
sample  for  assay  as  follows:  Place  a 
representative  number  of  capsules  into 
a  highspeed  glass  blender  jar  contain¬ 
ing  sufficient  O.liV  hydrochloric  acid 
to  give  a  stock  solution  of  convenient 
concentration  containing  not  less  than 
150  micrograms  of  oxytetracycline  per 
milliliter  (estimated).  Blend  for  3  to  5 
minutes.  Remove  an  aliquot  of  the 
stock  solution  and  further  dilute  with 
sterile  distilled  water  to  the  reference 
concentration  of  0.24  microgram  of  ox- 
ytetracyline  per  milliliter  (estimated). 

(2)  Loss  on  drying.  Proceed  as  direct¬ 
ed  in  $  436.200(b)  of  this  chapter. 

41.  By  adding  new  $  446.180c  to  read 
as  follows: 

$  446.180c  Tetracycline  oral  auspension. 

(a)  Requirements  for  certification- 
ill  Standards  of  identity,  strength, 
quality,  and  purity.  Tetracycline  oral 
suspension  is  composed  of  tetracycline 
with  or  without  one  or  more  suitable 
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and  harmless  buffer  substances,  sus¬ 
pending  and  stabilizing  agents,  and 
preservatives,  suspended  in  a  suitable 
and  harmless  vehicle.  Each  milliliter 
contains  25  milligrams  of  tetracycline. 
Its  potency  is  satisfactory  if  it  con¬ 
tains  the  equivalent  of  not  less  than  90 
percent  and  not  more  than  125  per¬ 
cent  of  the  number  of  milligrams  of 
tetracycline  hydrochloride  that  it  is 
represented  to  contain.  Its  pH  is  not 
less  than  3.5  and  not  more  than  6.0.  Its 
4-epianhydrotetracycline  content  is 
not  more  than  3.0  percent.  The  tetra¬ 
cycline  used  conforms  to  the  standards 
prescribed  by  §  446.80(a). 

(2)  Labeling.  It  shall  be  labeled  in 
accordance  with  the  requirements  of 
$432.5  of  this  chapter. 

(3)  Requests  for  certification;  sam¬ 
ples.  In  addition  to  complying  with  the 
requirements  of  §431.1  of  this  chapter, 
each  such  request  shall  contain: 

(1)  Results  of  tests  and  assays  on: 

(а)  The  tetracycline  used  in  making 
the  batch  for  potency  safety  moisture, 
pH,  absorptivity,  4-epianhydrotetracy¬ 
cline  content,  crystallinity,  and  identi¬ 
ty. 

(б)  The  batch  for  potency,  pH,  and 
4-epianhydrotetracycllne  content. 

(11)  Samples  required: 

(a)  The  tetracycline  used  in  making 
the  batch:  10  packages,  each  contain¬ 
ing  approximately  300  milligrams. 

(b)  The  batch:  a  minmum  of  10  im¬ 
mediate  containers. 

(b)  Tests  and  methods  of  assay— (1) 
Potency.  Proceed  as  directed  in 
§436.106  of  this  chapter,  preparing  the 
sample  for  assay  as  follows:  'Pransfer 
an  accurately  measured  representative 
portion  of  the  well-shaken  suspension 
to  an  appropriate-sized  volumetric 
flask  and  dilute  to  volume  with  O.llV 
Hydrochloric  acid  to  give  a  stock  solu¬ 
tion  of  convenient  concentration  con¬ 
taining  not  less  than  150  micrograms 
of  tetracycline  hydrochloride  per  mil¬ 
liliter  (estimated).  Mix  well.  Remove 
an  aliquot  of  the  stock  solution  and 
further  dilute  with  sterile  distilled 
water  to  the  reference  concentration 
of  0.24  microgram  of  tetracycline  hy¬ 
drochloride  per  milliliter  (estimated). 

(2)  pH.  Proceed  as  directed  in 
§436.202  of  this  chapter,  using  the  tm- 
diluted  suspension. 

(3)  4Epianhydrotetra.cycline.  Pro¬ 
ceed  as  directed  in  §  436.309(b)  of  this 
chapter. 

42.  By  adding  new  §446.180d  to  read 
as  follows 

§446.180d  Tetracycline  for  oral  suspen¬ 
sion. 

(a)  Requirements  for  certification— 

(1)  Standards  of  identity,  strength, 
quality,  and  purity.  Tetracycline  for 
oral  suspension  is  composed  of  tetracy¬ 
cline  with  one  or  more  suitable  and 
harmless  suspending  agents,  colorings, 
and  flavorings.  When  reconstituted  as 
directed  in  the  labeling,  each  millilter 


contains  tetracycline  equivalent  to  50 
milligrams  of  tetracycline  hydrochlo¬ 
ride.  Its  potency  is  satisfactory  if  it 
contains  the  equivalent  of  not  less 
than  90  percent  and  not  more  than 
125  percent  of  the  number  of  milli¬ 
grams  of  tetracycline  hydrochloride 
that  it  is  represented  to  contain.  Its 
loss  on  drying  is  not  more  than  5.0 
percent.  When  reconstituted  as  direct¬ 
ed  in  the  labeling.,  its  pH  is  not  less 
than  4.0  and  not  more  than  6.5.  Its  4- 
epianhydrotetracycline  content  is  not 
more  than  3.0  percent.  The  tetracy¬ 
cline  used  conforms  to  the  standards 
prescribed  by  §  446.80(a)(  1 ). 

(2)  Labeling.  It  shall  be  labeled  in 
accordance  with  the  requirements  of 
§432.5  of  this  chapter. 

(3)  Requests  for  certification;  sam¬ 
ples.  In  addition  to  complying  with  the 
requirements  of  §431.1  of  this  chapter, 
each  such  request  shall  contain: 

(1)  Results  of  tests  and  assays  on: 

(а)  The  tetracycline  used  in  making 
the  batch  for  potency  safety  moisture, 
pH,  absorptivity,  4-epianhydrotetracy¬ 
cline  content,  crystallinity,  and  identi¬ 
ty. 

(б)  The  batch  for  potency,  loss  on 
drying,  pH,  and  4-epianhydrotetra-  cy- 
cline  content. 

(ii)  Samples  required: 

(a)  The  tetracycline  used  in  making 
the  batch:  10  packages,  each  contain¬ 
ing  approximately  300  milligrams. 

(b)  The  batch:  a  minmum  of  10  im¬ 
mediate  containers. 

(b)  Tests  and  methods  of  assay— (.1) 
Potency.  Proceed  as  directed  in 
§436.106  of  this  chapter,  preparing  the 
sample  for  assay  as  follows:  Reconsti¬ 
tute  as  directed  in  the  labeling.  Trans¬ 
fer  an  accurately  measured  represen¬ 
tative  portion  of  the  well-shaken  sus¬ 
pension  to  an  appropriate-sized  volu¬ 
metric  flask  and  dilute  to  volume  with 
0.1  IV  Hydrochloric  acid  to  obtain  a 
stock  solution  of  convenient  concen¬ 
tration  containing  not  less  than  150 
micrograms  of  tetracycline  hydrochlo¬ 
ride  per  milliliter  (estimated).  Mix 
well.  Further  dilute  an  aliquot  of  the 
stock  solution  with  sterile  distilled 
water  to  the  reference  concentration 
of  0.24  microgram  of  tetracycline  hy¬ 
drochloride  per  millilter  (estimated).' 

(2)  Loss  on  drying.  Proceed  as  direct¬ 
ed  in  §  436.200(b)  of  this  chapter. 

(3)  pH.  Proceed  as  directed  in 
§436.202  of  this  chapter,  using  the  re¬ 
constituted  suspension. 

(4)  4-Epianhydrotetracycline.  Pro¬ 
ceed  as  directed  in  §  436.309(b)  of  this 
chapter. 

§  446.181c  [Revoked] 

43.  By  revoking  and  reserving 
§  446.181c  Tetracycline  hydrochloride 
oral  suspension  (tetracycline  hydro¬ 
chloride  homogenized  mixture);  tetra¬ 
cycline  phosphate  complex  oral  sus¬ 
pension  (tetracycline  phosphate  com¬ 
plex  oral  drops);  tetracycline  hydro¬ 


chloride  oral  solution;  tetracycline  cal¬ 
cium  oral  suspension;  tetracycline  oral 
suspension. 

44.  By  adding  new  §  446.181d  to  Sub¬ 
part  B  to  read  as  follows: 

§  446.181d  Tetracycline  hydrochloride  tab¬ 
lets. 

(a)  Requirements  for  certification— 

(1)  Standards  of  identity,  strength, 
quality,  and  purity.  Tetracycline  hy¬ 
drochloride  tablets  contain  tetracy¬ 
cline  hydrochloride  with  or  without 
one  or  more  buffer  substances,  preser¬ 
vatives,  diluents,  binders,  lubricants, 
colorings,  and  flavorings.  Each  tablet 
contains  250  milligrams  or  500  milli¬ 
grams  of  tetracycline  hydrochloride. 
Its  potency  is  satisfactory  if  it  con¬ 
tains  not  less  than  90  percent  and  not 
more  than  125  percent  of  the  number 
of  milligrams  of  tetracycline  hydro¬ 
chloride  that  it  is  represented  to  con¬ 
tain.  Its  loss  on  drying  Is  not  more 
than  3.0  percent.  The  tablets  shall  dis¬ 
integrate  within  1  hour.  Its  4- 
epianhydrotetracycline  content  is  not 
more  than  3.0  percent.  The  tetracy¬ 
cline  hydrochloride  used  conforms  to 
the  standard  prescribed  by 
§  446.81(a)(1). 

(2)  Labeling.  It  shall  be  labeled  in 
accordance  with  the  requirements  of 
§  432.5  of  this  chapter. 

(3)  Requests  for  certification;  sam¬ 
ples.  In  addition  to  complying  with  the 
requirements  of  §  431.1  of  this  chapter, 
each  such  request  shall  contain: 

(1)  Results  of  tests  and  assays  on: 

(а)  The  tetracycline  hydrochloride 
used  in  making  the  batch  for  potency, 
safety,  loss  on  drying,  pH,  absorptiv¬ 
ity,  4-epianhydrotetracycline  content, 
crystallinity,  and  identity. 

(б)  The  batch  for  potency,  loss  on 
drying,  disintegration  time,  and  4- 
epianhydrotetracycline  content. 

(ii)  Samples  required: 

(a)  The  tetracycline  hydrochloride 
used  in  making  the  batch:  10  packages, 
each  containing  approximately  300 
milligrams. 

(6)  The  batch:  A  minimum  of  36  tab¬ 
lets. 

(b)  Tests  and  methods  of  assay— ( 1 ) 
Potency.  Proceed  as  directed  in 
§  436.106  of  this  chapter,  preparing  the 
sample  for  assay  as  follows:  Place  a 
representative  number  of  tablets  into 
a  high-speed  glass  blender  jar  contain¬ 
ing  sufficient  O.llV  hydrochloric  acid 
to  obtain  a  stock  solution  of  conve¬ 
nient  concentration  containing  not 
less  than  150  micrograms  of  tetracy¬ 
cline  hydrochloride  per  milliliter  (esti¬ 
mated).  Blend  for  3  to  5  minutes. 
Remove  an  aliquot  of  the  stock  solu¬ 
tion  and  further  dilute  with  sterile  dis¬ 
tilled  water  to  the  reference  concen¬ 
tration  of  0.24  microgram  of  tetracy¬ 
cline  hydrochloride  per  milliliter  (esti¬ 
mated). 

(2)  Loss  on  drying.  Proceed  as  direct¬ 
ed  in  §  436.200(b)  of  this  chapter. 
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(3)  Disintegration  time.  Proceed  as 
directed  in  §  436.212  of  this  chapter. 

(4)  4-Epianhydrotetracycline.  Pro¬ 
ceed  as  directed  in  §436.309  of  this 
chapter. 

45.  By  adding  new  §  446.181e  to  read 
as  follows; 

§446.181e  Tetracycline  hydrochloride  cap¬ 
sules. 

(a)  Requirements  for  certification— 

(1)  Standards  of '  identity,  strength, 
quality,  and  purity.  Tetracycline  hy¬ 
drochloride  capsules  are  composed  of 
tetracycline  hydrochloride  with  or 
without  one  or  more  suitable  and 
harmless  buffer  substances,  preserva¬ 
tives.  diluents,  binders,  lubricants,  co¬ 
lorings.  and  flavorings  enclosed  in  a 
gelatin  capsule.  Elach  capsule  contains 
50,  100,  125,  250,  or  500  milligrams  of 
tetracycline  hydrochloride.  Its  poten¬ 
cy  is  satisfactory  if  it  is  not  less  than 
90  percent  and  not  more  than  125  per¬ 
cent  of  the  number  of  milligrams  of 
tetracycline  hydrochloride  that  it  is 
represented  to  contain.  Its  loss  on 
drying  is  not  more  than  4  percent.  Its 
4-epianhydrotetracycline  content  is 
not  more  than  3.0  percent.  The  tetra¬ 
cycline  hydrochloride  lised  conforms 
to  the  standards  prescribed  by 
§  446.81(a)(1). 

(2)  Labeling.  It  shall  be  labeled  in 
accordance  with  the  requirements  of 
§  432.5  of  this  chapter. 

(3)  Requests  for  certification;  sam¬ 
ples.  In  addition  to  complying  with  the 
requirements  of  §  431.1  of  this  chapter, 
each  such  request  shall  contain; 

(i)  Results  of  tests  and  assays  on; 

(а)  The  tetracycline  hydrochloride 
used  in  making  the  batch  for  potency, 
safety,  loss  on  drying,  pH,  absorptiv¬ 
ity.  4-epianhydrotetracycline  content, 
crystallinity,  and  identity. 

(б)  The  batch  for  potency,  loss  on 
drying,  and  4-epianhydrotetracycline 
content. 

(ii)  Samples  required; 

(a)  The  tetracycline  hydrochloride 
used  in  making  the  batch;  10  packages, 
each  containing  approximately  300 
milligrams. 

(b)  The  batch;  A  minimum  of  30  cap¬ 
sules. 

(b)  Tests  and  methods  of  assay— (.1) 
Potency.  Proceed  as  directed  in 
§  436.106  of  this  chapter,  preparing  the 
sample  for  assay  as  follows;  Place  a 
representative  number  of  capsules  into 
a  high-speed  glass  t>lender  jar  contain¬ 
ing  sufficient  O.liV  hydrochloric  acid 
to  obtain  a  stock  solution  of  conve¬ 
nient  concentration  containing  not 
less  than  150  micrograms  of  tetracy¬ 
cline  hydrochloride  per  milliliter  (esti¬ 
mated).  Blend  for  3  to  5  minutes. 
Remove  an  aliquot  of  the  stock  solu¬ 
tion  and  further  dilute  with  sterile  dis¬ 
tilled  water  to  the  reference  concen¬ 
tration  of  0.24  microgram  of  tetracy¬ 
cline  hydrochloride  per  milliliter  (esti¬ 
mated). 


(2)  Loss  on  drying.  Proceed  as  direct¬ 
ed  in  §  436.200(b)  of  this  chapter. 

(3)  4-Epianhydrotetracycline.  Pro¬ 
ceed  as  directed  in  §436.309  of  this 
chapter. 

46.  By  adding  new  §446.182  to  Sub¬ 
part  B  to  read  as  follows; 

§446.182  Tetracycline  phosphate  complex 
capsules. 

(a)  Requirements  for  certification— 

(1)  Standards  of  identity,  strength, 
quality,  and  purify,— Tetracycline 
phosphate  complex  capsules  contain 
tetracycline  phosphate  complex  with 
or  without  one  or  more  buffer  sub¬ 
stances,  preservatives,  diluents,  bind¬ 
ers,  lubricants,  colorings,  and  flavor¬ 
ings  enclosed  in  a  gelatin  capsule. 
Elach  capsule  contains  tetracycline 
phosphate  complex  equivalent  to  50, 
100,  125,  250,  or  500  milligrams  of  te¬ 
tracycline  hydrochloride.  Its  potency 
is  satisfactory  if  it  contains  the  equiv¬ 
alent  of  not  less  than  90  percent  and 
not  more  than  125  percent  of  the 
number  of  milligrams  of  tetracycline 
hydrochloride  that  it  is  represented  to 
contain.  Its  loss  on  drying  is  not  more 
than  9.0  percent.  Its  4- 
epianhydrotetracycline  content  is  not 
more  than  3.0  percent.  The  tetracy¬ 
cline  phosphate  complex  iised  con¬ 
forms  to  the  standards  prescribed  by 
§446.82  (a)(1). 

(2)  Labeling.  It  shall  be  labeled  in 
accordance  with  the  requirements  of 
§  432.5  of  this  chapter. 

(3)  Requests  for  certification,  sam¬ 
ples.  In  addition  to  complying  with  the 
requirements  of  §  431.1  of  this  chapter, 
each  such  request  shall  contain; 

(i)  Results  of  tests  and  assays  on; 

(c)  The  tetracycline  phosphate  com¬ 
plex  used  in  making  the  batch  for  po¬ 
tency,  safety,  moisture,  pH,  absorptiv¬ 
ity,  4-epianhydrotetracycline  content, 
identity,  and  crystallinity. 

(b)  The  batch  for  potency,  loss  on 
drying,  and  4-epianhydrotetracycline 
content. 

(ii)  Samples  required: 

(a)  The  tetracycline  phosphate  com¬ 
plex  used  in  making  the  batch;  10 
packages,  each  containing  approxi¬ 
mately  300  milligrams. 

(b)  The  batch;  A  minimum  of  30  cap¬ 
sules. 

(b)  Tests  and  methods  of  assay— (1) 
Pofency. —Proceed  as  directed  in 
§  436.106  of  this  chapter,  preparing  the 
sample  for  assay  as  follows;  Place  a 
representative  number  of  capsules  into 
a  high  speed  glass  blender  jar  contain¬ 
ing  sufficient  O.liV  hydrochloric  acid 
to  obtain  a  stock  solution  of  conve¬ 
nient  concentration  containing  not 
less  than  150  micrograms  of  tetracy¬ 
cline  hydrochloride  per  milliliter  (esti¬ 
mated).  Blend  for  3  to  5  minutes. 
Remove  an  aliquot  of  the  stock  solu¬ 
tion  and  further  dilute  with  sterile  dis¬ 
tilled  water  to  the  reference  concen¬ 
tration  of  0.24  microgram  of  tetracy¬ 
cline  per  milliliter  (estimated). 


(2)  Loss  on  drying.  Proceed  as  direct¬ 
ed  in  §  436.200(b)  of  this  chapter. 

(3)  4-Epianhydrotetracycline.  Pro¬ 
ceed  as  directed  in  §436.309  of  this 
chapter. 

§446.210  [RcToked] 

47.  By  revoking  §446.210  Sterile 
chlortetracycline  hydrochloride. 

48.  In  §  446.220(b)(1)  by  revising  the 
last  sentence  therein  to  read  as  fol¬ 
lows: 

§  446.220  Doxycycline  hyclate  for  injec¬ 
tion. 

•  #  #  •  # 

(b)  •  •  • 

(!)•••  Futher  dilute  an  aliquot  of 
the  stock  solution  with  sterile  distilled 
water  to  the  reference  concentration 
of  0.100  microgrram  of  doxycycline  per 
milliliter  (estimated). 

•  •  •  •  • 

49.  In  §  446.260(b)(1)  by  revising  the 
last  sentence  therein  to  read  as  fol¬ 
lows: 

§  446.260  Sterile  minocycline  hydrochlo¬ 
ride. 

•  #  •  •  • 

(b)  •  •  * 

(!)•••  Futher  dilute  an  aliquot  of 
the  stock  solution  with  sterile  distilled 
water  to  the  reference  concentration 
of  0.100  microgram  of  minocycline  per 
milliliter  (estimated). 

•  •  •  •  • 

50.  By  revising  §446.265  to  read  as 
follows: 

§  446.265  Oxytetracycline  injection. 

(a)  Requirements  for  certification— 

(1)  Standards  of  identity,  strength, 
quality,  and  purify.- Oxytetracycline 
injection  is  a  solution  of  oxytetracy¬ 
cline  with  or  without  one  or  more  suit¬ 
able  and  harmless  buffer  substances, 
anesthetics,  preservatives,  antioxi¬ 
dants,  complexing  agents,  and  sol¬ 
vents.  Each  milliliter  contains  50  milli¬ 
grams  or  125  milligrams  of  oxytetracy¬ 
cline.  Its  potency  is  satisfactory  if  it  is 
not  less  than  90  percent  and  not  more 
than  120  percent  of  the  number  of 
milligrams  of  oxytetracycline  that  it  is 
represented  to  contain.  It  is  sterile.  It 
is  nonpyrogenic.  It  passes  the  safety 
test.  It  contains  no  histamine  or  hista¬ 
mine-like  substances.  Its  pH  is  not  less 
than  8.0  and  not  more  than  9.0.  The 
oxytetracycline  used  conforms  to  the 
standards  prescribed  by 

§  446.65a(a)(l),  except  sterility,  pyro¬ 
gens,  safety,  and  histamine. 

(2)  Labeling.  It  shall  be  labeled  in 
accordance  with  the  requirements  of 
§  432.5  of  this  chapter. 

(3)  Requests  for  certification;  sam¬ 
ples.  In  addition  to  complying  with  the 
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requirements  of  §  431.1  of  this  chapter, 
each  such  request  shall  contain: 

(i)  Results  of  tests  and  assays  on: 

(a)  The  oxy tetracycline  used  in 
making  the  batch  for  potency,  mois¬ 
ture,  pH,  absorptivity,  identity,  and 
crystallinity. 

(6)  The  batch  for  potency,  sterility, 
pyrogens,  safety,  histamine,  and  pH. 

(ii)  Samples  required: 

(o)  The  oxytetracycline  used  in 
making  the  batch:  10  packages,  each 
containing  approximately  300  milli¬ 
grams. 

(6)  The  batch: 

(1)  For  all  tests  except  sterility:  A 
minimum  of  10  immediate  containers. 

(2)  For  sterility  testing:  20  immedi¬ 
ate  containers,  collected  at  regular  in¬ 
tervals  throughout  each  filling  oper¬ 
ation. 

(b)  Tests  and  methods  of  assay— il) 
Potency.— Proceed  as  Erected  in 
S  436.106  of  this  chapter,  preparing  the 
sample  for  assay  as  follows:  Transfer 
an  accurately  measured  representative 
quantity  of  the  sample  to  an  appropri¬ 
ate-sized  volumetric  flask.  Dilute  to 
volume  with  O.IN  hydrochloric  acid  to 
obtain  a  stock  solution  of  convenient 
concentration  containing  not  less  than 
150  micrograms  of  oxytetracycline  per 
milliliter  (estimated).  Further  dilute 
an  aliquot  of  the  stock  solution  with 
sterile  distilled  water  to  the  reference 
concentration  of  0.24  microgram  of  ox¬ 
ytetracycline  per  milliliter  (estimated). 

(2)  Sterility.  Proceed  as  directed  in 
§  436.20  of  this  chapter,  using  the 
method  described  in  paragraph  (e)(1) 
of  that  section. 

(3)  Pyrogens.  Proceed  as  directed  in 
i  436.32(b)  of  this  chapter,  using  a  so¬ 
lution  containing  5.0  milligrams  of  ox¬ 
ytetracycline  per  milliliter. 

(4)  Safety.  Proceed  as  directed  in 
§436.33  of  this  chapter,  except  inject 
the  test  dose  intraperitoneally. 

(5)  Histamine.  Proceed  as  directed  in 
S  436.35  of  this  chapter. 

(6)  pH.  Proceed  as  directed  in 
§  436.202  of  this  chapter,  using  the  im- 
diluted  solution. 

51.  By  revising  §446.267  to  read  as 
follows: 

§  446.267  Oxytetracycline  hydrochloride 
for  iiuection. 

(a)  Requirements  for  certification— 

(1)  Standards  of  identity,  strength, 
quality,  and  purify.— Oxytetracycline 
hydrochloride  for  injection  is  a  dry 
mixture  of  oxytetracycline  hydrochlo¬ 
ride  and  a  suitable  buffer  substance. 
Its  potency  is  satisfactory  if  it  is  not 
less  than  90  percent  and  not  more 
than  115  percent  of  the  number  of 
milligrams  of  oxytetracycline  that  it  is 
represented  to  contain.  It  is  sterile.  It 
is  nonpyrogenic.  It  passes  the  safety 
test.  It  contains  no  histamine  or  hista¬ 
mine-like  substances.  Its  loss  on  drying 
is  not  more  than  3.0  percent.  Its  pH  in 
an  aqueous  solution  containing  25  mil¬ 


ligrams  per  milliliter  is  not  less  than 
1.8  and  not  more  than  2.8.  The  oxyte¬ 
tracycline  hydrochloride  used  con¬ 
forms  to  the  standards  prescribed  by 
§  446.67a(a)(l),  except  sterility,  pyro¬ 
gens,  safety,  and  histamine. 

(2)  Labeling.  It  shall  be  labeled  in 
accordance  with  the  requirements  of 
§  432.5  of  this  chapter. 

(3)  Requests  for  certification;  sam¬ 
ples.  In  addition  to  complying  with  the 
requirements  of  §  431.1  of  this  chapter, 
each  such  request  shall  contain: 

(1)  Results  of  tests  and  assays  on: 

(a)  The  oxytetracycline  hydrochlo¬ 
ride  used  in  making  the  batch  for  po¬ 
tency,  loss  on  drying,  pH,  absorptivity, 
identity,  and  crystallinity. 

(b)  The  batch  for  potency,  sterility, 
pyrogens,  safety,  histamine,  loss  on 
drying,  and  pH. 

(ii)  Samples  required: 

(a)  The  oxytetracycline  hydrochlo¬ 
ride  used  in  making  the  batch:  10 
packages,  each  containing  approxi¬ 
mately  300  milligrams. 

(b)  The  batch: 

(f)  For  all  tests  except  sterility:  A 
minimum  of  10  immediate  containers. 

(2)  For  sterility  testing:  20  immedi¬ 
ate  containers,  collected  at  regular  in¬ 
tervals  throughout  each  filling  oper¬ 
ation. 

(b)  Tests  and  methods  of  assay— il) 
Potency.— Proceed  as  directed  in 
§  436.106  of  this  chapter,  preparing  the 
sample  for  assay  as  follows:  Reconsti¬ 
tute  as  directed  in  the  labeling.  Then, 
using  a  suitable  hypodermic  needle 
and  syringe,  promptly  remove  all  the 
withdrawable  contents  if  it  is  repre¬ 
sented  as  a  single  dose  container;  or,  if 
the  labeling  specifies  the  amount  of 
potency  in  a  given  volume  of  the  resul¬ 
tant  preparation,  remove  an  accurate¬ 
ly  measured  representative  portion 
from  the  container.  Dilute  the  sample 
thus  obtained  with  sufficient  0.17V  hy¬ 
drochloric  acid  to  obtain  a  stock  solu¬ 
tion  of  convenient  concentration  con¬ 
taining  not  less  than  150  micrograms 
of  oxytetracycline  per  milliliter  (esti¬ 
mated).  Further  dilute  an  aliquot  of 
the  stock  solution  with  sterile  distilled 
water  to  the  reference  concentration 
of  0.24  microgram  of  oxytetracycline 
per  milliliter  (estimated). 

(2)  Sterility.  Proceed  as  directed  in 
§  436.20  of  this  chapter,  using  the 
method  described  in  paragraph  (e)(1) 
of  that  section,  except  use  diluting 
fluid  D  in  lieu  of  diluting  fluid  A. 

(3)  Pyrogens.  Proceed  as  directed  in 
436.32(b)  of  this  chapter,  using  a  solu¬ 
tion  containing  5.0  milligrams  per  mil¬ 
liliter. 

(4)  Safety.  Proceed  as  directed  in 
§  436.33  of  this  chapter. 

(5)  Histamine.  Proceed  as  directed  in 
§436.35  of  this  chapter,  using  the  di¬ 
luent  recommended  by  the  manufac¬ 
turer  in  the  labeling  for  the  drug. 

(6)  Loss  on  drying.  Proceed  as  direct¬ 
ed  in  §  436.200(b)  of  this  chapter. 


(7)  pH.  Proceed  as  directed  in 
§436.202  of  this  chapter,  using  an 
aqueous  solution  containing  25  milli¬ 
grams  per  milliliter. 

52.  In  §  446.275a  by  revising  para¬ 
graph  (b)(1)  to  read  as  follows: 

§  446.275a  Rolitetracyeline  for  intrave¬ 
nous  use. 

♦  A  •  •  • 

(b)  •  •  • 

(1)  Potency.  Proceed  as  directed  in 
§  436.106  of  tills  chapter,  preparing  the 
sample  for  assay  as  follows:  Reconsti¬ 
tute  the  sample  as  directed  in  the  la¬ 
beling.  Using  a  suitable  hypodermic 
needle  and  syringe,  remove  all  the 
withdrawable  contents  if  it  is  repre¬ 
sented  as  a  single  dose  container;  or,  if 
the  labeling  specifies  the  amount  of 
potency  in  a  given  volume  of  the  resul¬ 
tant  preparation,  remove  an  accurate¬ 
ly  measured  representative  portion 
from  each  container.  Dilute  the 
sample  thus  obtained  with  sufficient 
sterile  distilled  water  to  obtain  a  stock 
solution  of  convenient  concentration. 
Further  dilute  an  aliquot  of  the  stock 
solution  with  sterile  distilled  water  to 
the  reference  concentration  of  0.24  ml- 
crogram  of  rolitetracycline  per  millili¬ 
ter  (estimated). 

A  A  A  •  A 

53.  In  §  446.275b  by  revising  para¬ 
graph  (b)(1)  to  read  as  follows: 

§  446.275b  Rolitetracycline  for  intramus¬ 
cular  use. 

A  A  A  A  A 

(b)  •  •  • 

(1)  Potency.  Proceed  as  directed  in 
§  436.106  of  this  chapter,  preparing  the 
sample  for  assay  as  follows:  Reconsti¬ 
tute  the  sample  as  directed  in  the  la¬ 
beling.  Then,  using  a  suitable  hypoder¬ 
mic  needle  and  syringe,  remove  all  the 
withdrawable  contents  if  it  is  repre¬ 
sented  as  a  single-dose  container;  or,  if 
the  labeling  specifies  the  amoimt  of 
potency  in  a  given  volume  of  the  resul¬ 
tant  preparation,  remove  an  accurate¬ 
ly  measured  representative  portion 
from  each  container.  Dilute  the 
sample  thus  obtained  with  sufficient 
sterile  distilled  water  to  obtain  a  stock 
solution  of  convenient  concentration. 
Further  dilute  an  aliquot  of  the  stock 
solution  with  sterile  ^stilled  water  to 
the  reference  concentration  of  0.24  mi¬ 
crogram  of  rolitetracycline  per  millili¬ 
ter  (estimated). 

•  •  •  •  • 

54.  In  §  446.276a  by  revising  para¬ 
graph  (bKl)  to  read  as  follows: 

§  446.276a  Rolitetracycline  nitrate  for  in¬ 
travenous  use. 

A  A  A  A  A 
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(b)  *  •  • 

(b)  Potency.  Proceed  as  directed  in 
§  436.106  of  this  chapter,  preparing  the 
sample  for  assay  as  follows:  Reconsti¬ 
tute  the  sample  as  directed  in  the  la¬ 
beling.  Using  a  suitable  hyi>odermic 
needle  <and  syringe,  remove  all  the 
withdrawable  contents  if  It  is  repre¬ 
sented  as  a  singledose  container,  or,  if 
■the  labeling  specifies  the  amount  of 
potency  in  a  given  volume  of  the  resul¬ 
tant  preparation,  remove  an  accurate¬ 
ly  measured  representative  portion 
from  the  container.  Dilute  the  sample 
thus  obtained  with  sufficient  sterile 
distilled  water  to  obtain  a  stock  solu¬ 
tion  of  convenient  concentration.  Fur¬ 
ther  dilute  an  aliquot  of  the  stock  so¬ 
lution  with  sterile  distilled  water  to 
the  reference  concentration  of  0.24  mi¬ 
crogram  of  rolitetracycline  per  millili¬ 
ter  (estimated). 


•  *  •  •  • 

55.  In  §  446.276b  by  revising  para¬ 
graph  (b)(1)  to  read  as  follows: 

§  146.276b  Rolitetracycline  nitrate  for  in¬ 
tramuscular  use. 

«  «  ♦  #  • 

(b)  •  •  • 

(1)  Potency.  Proceed  as  directed  in 
§  436.106  of  this  chapter,  preparing  the 
sample  for  assay  as  follows:  Reconsti¬ 
tute  the  sample  as  directed  in  the  la¬ 
beling.  Then,  using  a  suitable  hypoder¬ 
mic  needle  and  syringe,  remove  all  the 
withdrawable  contents  if  it  is  repre¬ 
sented  as  a  single-dose  container;  or,  if 
the  labeling  specifies  the  amount  of 
lyotency  in  a  given  volume  of  the  resul¬ 
tant  preparation,  remove  an  accurate¬ 
ly  measured  representative  portion 
from  each  container.  Dilute  the 
sample  thus  obtained  with  sufficient 
sterile  distilled  water  to  give  a  stock 
solution  of  convenient  concentration. 
Further  dilute  an  aliquot  of  the  stock 
solution  with  sterile  distilled  water  to 
the  reference  concentration  of  0.24  mi¬ 
crogram  of  rolitetracycline  per  millili¬ 
ter  (estimated). 


•  •  •  *  • 

56.  By  revising  §446.281  to  read  as 
follows: 

§  446.281  Tetracycline  hydrochloride  for 
liqection. 

(a)  Requirements  for  certification— 

(1)  Standards  of  identity,  strength, 
quality,  and  purity.  Tetracycline  hy¬ 
drochloride  for  injection  is  either  a 
dry  mixture  of  tetracycline  hydrochlo¬ 
ride,  magnesium  chloride,  or  magne¬ 
sium  ascorbate  and  one  or  more  suit¬ 
able  buffer  substances,  with  or  with¬ 
out  one  or  more  suitable  preservatives 
and  anesthetic  agents,  and  with  or 
without  one  or  more  suitable  solubi¬ 
lizers  and  stabilizers  or  a  dry  mixture 


of  tetracycline  hydrochloride  with  one 
or  more  suitable  and  harmless  stabiliz¬ 
ing  agents.  Its  potency  is  satisfactory 
if  it  contains  not  less  than  90  percent 
and  not  more  than  115  percent  of  the 
number  of  milligrams  of  tetracycline 
hydrochloride  that  it  is  represented  to 
contain.  It  is  sterile.  It  is  nonpyro- 
genic.  Its  loss  on  drying  is  not  more 
than  5  percent.  Its  pH  in  an  aqueous 
solution  containing  10  milligrams  per 
milliliter  is  not  less  than  2.0  and  not 
more  than  3.0.  Its  4- 
epianhydrotetracycline  content  Is  not 
more  than  3  percent.  The  tetracycline 
hydrochloride  used  conforms  to  the 
standards  prescribed  by 

§446.81a(a)(l). 

(2)  Labeling.  It  shall  be  labeled  in 
accordance  with  the  requirements  of 
§  432.5  of  this  chapter. 

(3)  Requests  for  certification:  sam¬ 
ples.  In  addition  to  complying  with  the 
requirements  of  §  431.1  of  this  chapter, 
each  such  request  shall  contain: 

(1)  Results  of  tests  and  assays  on: 

(a)  The  tetracycline  hydrochloride 
used  in  making  the  batch  for  potency, 
safety,  histamine,  loss  on  drying,  pH, 
absorptivity,  4-epianhydrotetracycline 
content,  crystallinity,  and  identity,  • 

(b)  The  batch  for  potency,  sterility, 
pyrogens,  loss  on  drying,  pH,  and  4- 
epianhydrotetracycline  content, 

(ii)  Samples  required: 

(o)  The  tetracycline  hydrochloride 
used  in  making  the  batch:  10  packages, 
each  containing  approximately  300 
milligrams. 

(6)  The  batch:  A  minimum  of  10  im¬ 
mediate  containers. 

(b)  Tests  and  methods  of  assay— (1) 
Potency.  Proceed  as  directed  in 
§  436.106  of  this  chapter,  preparing  the 
sample  for  assay  as  follows:  Reconsti¬ 
tute  the  sample  as  directed  in  the  la¬ 
beling.  Then,  using  a  suitable  hypoder¬ 
mic  needle  and  syringe,  remove  all  the 
withdrawable  contents  if  it  is  repre¬ 
sented  as  a  singledose  container:  or,  if 
the  labeling  specifies  the  amount  of 
potency  in  a  given  volume  of  the  resul¬ 
tant  preparation,  remove  an  accurate¬ 
ly  measured  representative  portion 
from  each  container.  Dilute  the 
sample  thus  obtained  with  sufficient 
O.liV  hydrochloric  acid  to  obtain  a 
stock  solution  of  convenient  concen¬ 
tration  containing  not  less  than  150 
micrograms  of  tetracycline  hydrochlo¬ 
ride  per  milliliter  (estimated).  Further 
dilute  an  aliquot  of  the  stock  solution 
with  sterile  distilled  water  to  the  ref¬ 
erence  concentration  of  0.24  micro¬ 
gram  of  tetracycline  hydrochloride  per 
milliliter  (estimated). 

(2)  Sterility.  Proceed  as  directed  in 
§  436.20  of  this  chapter,  using  the 
method  described  In  paragraph  (e)(1) 
of  that  section,  except  use  diluting 
fluid  D  in  lieu  of  diluting  fluid  A. 

(3)  Pyrogens.  Proceed  as  directed  In 
§  436.32(b)  of  this  chapter,  using  a  so¬ 
lution  containing  5.0  milligrams  of  te¬ 
tracycline  hydrochloride  per  milliliter. 


(4)  Loss  on  drying.  Proceed  as  direct¬ 
ed  in  §  436.20(Kb)  of  this  chapter. 

(5)  pH.  Proceed  as  directed  in 
§436.202  of  this  chapter,  using  an 
aqueous  solution  containing  10  milli¬ 
grams  per  milliliter. 

(6)  4-Epianhydrotetracycline.  Pro¬ 
ceed  as  directed  in  §436.309  of  this 
chapter. 

§  446.281b  [Revoked] 

57.  By  revoking  §  446.281b  Tetracy¬ 
cline  hydrochloride  for  intramuscular 
use;  tetracycline  phosphate  complex 
for  intramuscular  use. 

58.  By  adding  new  §446.282  to  Sub¬ 
part  C  to  read  as  follows: 

§  446.282  Tetracycline  phosphate  complex 
for  injection. 

(a)  Requirements  for  certification— 
(1)  Standards  of  identity,  strength, 
quality,  and  purity.  Tetracycline  phos¬ 
phate  complex  for  injection  is  a  dry 
mixture  of  tetracycline  phosphate 
complex,  magnesium  chloride  or  mag¬ 
nesium  ascorbate  and  one  or  more 
suitable  buffer  substances,  with  or 
without  one  or  more  suitable  preserva¬ 
tives  and  anesthetic  agents,  and  with 
or  without  one  of  more  suitable  solubi¬ 
lizers  and  stabilizers.  Its  potency  is  sat¬ 
isfactory  if  it  contains  not  less  than  90 
percent  and  not  more  than  115  per¬ 
cent  of  the  number  of  milligrams  of 
tetracycline  hydrochloride  that  it  is 
represented  to  contain.  It  is  sterile.  It 
is  nonpyrogenic.  Its  loss  on  drying  is 
not  more  than  5  percent.  Its  pH  in  an 
aqueous  solution  containing  10  milli¬ 
grams  per  milliliter  is  not  less  than  2.0 
and  not  more  than  3.0.  Its  4- 
epianhydrotetracycline  content  is  not 
more  than  3.0  percent.  The  tetracy¬ 
cline  phosphate  complex  conforms  to 
the  standards  prescribed  by 
§  446.82(a)(1),  and  it  contains  no  hista¬ 
mine  or  histamine-like  substance. 

(2)  Labeling.  It  shall  be  labeled  in 
accordance  with  the  requirements  of 
§  432.5  of  this  chapter. 

(3)  Requests  for  certification;  sam¬ 
ples.  In  addition  to  complying  with  the 
requirements  of  §  431.1  of  this  chapter, 
each  such  request  shall  contain: 

(i)  Results  of  tests  and  assays  on: 

(а)  The  tetracycline  phosphate  com¬ 
plex  used  In  making  the  batch  for  po¬ 
tency,  safety,  moisture,  pH,  histamine, 
absorptivity,  4-epianhydrotetracycline 
content,  identity,  and  crystallinity. 

(б)  The  batch  for  potency,  sterility, 
pyrogens,  loss  on  drying,  pH,  and  4- 
epianhydrotetracycline  content. 

(ii)  Samples  required: 

(a)  The  tetracycline  phosphate  com¬ 
plex  used  in  making  the  batch:  10 
packages,  each  containing  approxi¬ 
mately  300  milligrams,  and  one  pack¬ 
age  containing  approximately  1  gram. 

(b)  The  batch:  A  minimum  of  10  Im¬ 
mediate  containers. 

(b)  Tests  and  methods  of  assay— il) 
Potency.  Reconstitute  the  sample  as 
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directed  in  the  labeling.  Then,  using  a 
suitable  hypodermic  needle  and  sy¬ 
ringe,  remove  all  the  withdrawable 
contents  if  it  is  represented  as  a  single¬ 
dose  container;  or,  if  the  labeling 
specifies  the  amount  of  potency  in  a 
given  volume  of  the  resultant  prepara¬ 
tion,  remove  an  accurately  measured 
representative  portion  from  each  con¬ 
tainer.  Dilute  the  sample  thus  ob¬ 
tained  with  sufficient  O.IN  hydrochlo¬ 
ric  acid  to  obtain  a  stock  solution  of 
convenient  concentration  containing 
not  less  than  150  micrograms  of  tetra¬ 
cycline  hydrochloride  per  milliliter 
(estimated).  Further  dilute  an  aliquot 
of  the  stock  solution  with  sterile  dis¬ 
tilled  water  to  the  reference  concen¬ 
tration  of  0.24  microgram  of  tetracy¬ 
cline  hydrochloride  per  milliliter  (esti¬ 
mated). 

(2)  Sterility.  Proceed  as  directed  in 
§  436.20  of  this  chapter,  using  the 
method  described  in  paragraph  (e)(1) 
of  that  section,  except  use  50  milli¬ 
grams  in  lieu  of  300  milligrams  of 
sample. 

(3)  Pyrogens.  Proceed  as  directed  in 
§  436.32(b)  of  this  chapter,  using  a  so¬ 
lution  containing  5.0  milligrams  of  te¬ 
tracycline  hydrochloride -per  milliliter. 

(4)  Loss 'on  drying.  Proceed  as  direct¬ 
ed  in  §  436.200(b)  of  this  chapter. 

(5)  pH.  Proceed  as  directed  in 
§  436.202  of  this  chapter,  using  an 
aqueous  solution  containing  10  milli¬ 
grams  per  milliliter. 

(6)  Histamine  in  the  tetracycline 
phosphate  complex  used  in  making  the 
batch.  Proceed  as  directed  in  §436.35 
of  this  chapter.  Prepare  the  test  solu¬ 
tion  by  dissolving  40  milligrams  of 
sample  in  2.0  milliliters  of  0.1  iV  hydro¬ 
chloric  acid  and  diluting  with  sterile 
distilled  water  (diluent  3)  to  the  pre¬ 
scribed  concentration. 

(7)  4-Epianhydrotetracycline.  Pro¬ 
ceed  as  directed  in  §436.309  of  this 
chapter. 

59.  By  revising  §446.310  to  read  as 
follows: 

446.310  Chlortetracycline  hydrochloride 
ophthalmic  ointment. 

(a)  Requirements  for  certification— 

(1)  Standards  of  identity,  strength, 
quality,  and  purity.— Chlortetracy¬ 
cline  hydrochloride  ophthalmic  oint¬ 
ment  contains  chlortetracycline  hy¬ 
drochloride  in  a  suitable  and  harmless 
ointment  base.  Elach  gram  contains  10 
milligrams  of  chlortetracycline  hydro¬ 
chloride.  Its  potency  is  satisfactory  if 
it  contains  not  less  than  90  percent 
and  not  more  than  125  percent  of  the 
number  of  milligrams  of  chlortetracy¬ 
cline  hydr(x;hlorlde  that  it  is  repre¬ 
sented  to  contain.  It  is  sterile.  Its  mois¬ 
ture  content  is  not  more  than  0.5  per¬ 
cent.  It  passes  the  test  for  metal  parti¬ 
cles.  The  chlortetracycline  hydrochlo¬ 
ride  used  conforms  to  the  standards 
prescribed  by  §  440.10a(a)(l). 


(2)  Labeling.  It  shall  be  labeled  in 
accordance  with  the  requirements  of 
§  432.5  of  this  chapter. 

(3)  Requests  for  certification;  sam¬ 
ples..  In*  addition  to  complying  with  the 
requirements  of  §  431.1  of  this  chapter, 
each  such  request  shall  contain: 

(1)  Results  of  tests  and  assays  on: 

(а)  The  chlortetracycline  hydrochlo¬ 
ride  used  in  making  the  batch  for  po¬ 
tency,  safety,  loss  on  drying,  pH,  crys¬ 
tallinity,  and  identity. 

(б)  The  batch  for  potency,  sterility, 
moisture,  and  metal  particles. 

(ii)  Samples  required: 

(a)  The  chlortetracycline  hydrochlo¬ 
ride  u.sed  in  making  the  batch:  10 
packages,  each  containing  approxi¬ 
mately  300  milligrams. 

(6)  The  batch: 

(f)  For  ail  tests  except  sterility:  A 
minimum  of  15  immediate  containers. 

(2)  For  sterility  testing:  20  immedi¬ 
ate  containers,  collected  at  regular  in¬ 
tervals  throughout  each  filling  oper¬ 
ation. 

(b)  Tests  and  methods  of  assay— (.1) 
Potency.— Proceed  as  directed  in 
§  436.106  of  this  chapter,  preparing  the 
sample  for  assay  as  follows:  Place  an 
accurately  weighed  representative  por¬ 
tion  of  the  sample  into  a  separatory 
funnel  containing  approximately  50 
milliliters  of  peroxide-free  ether. 
Shake  the  sample  and  ether  until  ho¬ 
mogeneous.  Add  20  to  25  milliliters  of 
0.017V  hydrochloric  acid  and  shake 
well.  Allow  the  layers  to  separate. 
Remove  the  acid  layer  and  repeat  the 
extraction  procedure  with  each  of 
three  more  20-  to  25-milliliter  quan- 
tites  of  0.017V  hydrochloric  acid.  Com¬ 
bine  the  extractives  in  a  suitable  volu¬ 
metric  flask  and  dilute  to  volume  with 
0.017V  hydrochloric  acid.  Further 
dilute  an  aliquot  with  sterile  distilled 
water  to  the  reference  concentration 
of  0.06  microgram  of  chlortetracycline 
hydrochloride  per  milliliter  (estimat¬ 
ed). 

(2)  Sterility.  Proceed  as  directed  in 
§436.20  of  this  chapter,  using  the 
method  described  in  paragraph  (e)(3) 
of  that  section. 

(3)  Moisture.  Proceed  as  directed  in 
§  436.201  of  this  chapter. 

(4)  Metal  particles.  Proceed  as  direct¬ 
ed  in  §  436.206  of  this  chapter. 

§  446.310a  [Revoked] 

60.  By  revoking  §  446.310a  Chlorte¬ 
tracycline  ophthalmic  (.chlortetracy¬ 
cline  hydrochloride  ophthalmic);  tetra¬ 
cycline  hydrochloride  ophthalmic. 

§446.310b  [Revoked] 

61.  By  revoking  §  446.310b  Chlorte¬ 
tracycline  hydrochloride  ointment; 
chlortetracycline  calcium  ointment; 
chlortetracycline  calcium  cream;  tetra¬ 
cycline  hydrochloride  ointment  (tetra¬ 
cycline  hydrochloride  in  oil  suspen¬ 
sion)  tetracycline  ointment  (tetracy¬ 
cline  cream). 


§  446.367a  [Revoked] 

62.  By  revoking  §  446.367a  Ophthal¬ 
mic  oxytetracycline  hydrochloride. 

§  446.367b  [Revoked] 

63.  By  revoking  §  446.367b  Oxytetra¬ 
cycline  hydrochloride  ophthalmic  oil 
suspension. 

64.  By  revising  §  446.367c  to  read  as 
follows: 

§  446.367c  Oxytetracycline  hydrochloride- 
hydiocortLsone  acetate  ophthalmic  sus¬ 
pension. 

(a)  Requirements  for  certification— 
(1)  Standards  of  identity,  strength, 
quality,  and  pun7y.— Oxytetracycline 
hydrochloride-hydrocortisone  acetate 
ophthalmic  suspension  is  oxytetracy¬ 
cline  hydrochloride  and  hydrocorti¬ 
sone  acetate  in  a  suitable  and  harm- 
le.ss  oil  base  containing  aluminum  trls- 
tearate.  Each  milliliter  contains  oxyte¬ 
tracycline  hydrochloride  equivalent  to 
5  milligrams  of  oxytetracycline  and  15 
milligrams  of  hydrocortisone  acetate. 
Its  potency  is  satisfactory  if  it  con¬ 
tains  not  less  than  90  percent  and  not 
more  than  115  percent  of  the  number 
of  milligrams  of  oxytetracycline  that 
it  is  represented  to  contain.  It  is  ster¬ 
ile.  Its  moisture  content  is  not  more 
than  1  percent.  The  oxytetracycline 
hydrochloride  used  conforms  to  the 
standards  prescribed  by  §  446.67a 
(a)(1). 

(2)  Labeling.  It  shall  be  labeled  in 
accordance  with  the  requirements  of 
§  432.5  of  this  chapter. 

(3)  Requests  for  certification;  sam¬ 
ples.  In  addition  to  complying  with  the 
requirements  of  §  431.1  of  this  chapter, 
each  such  request  shall  contain: 

(i)  Results  of  tests  and  assays  on: 

(a)  The  oxytetracycline  hydrochlo¬ 
ride  used  in  making  the  batch  for  po¬ 
tency,  safety,  loss  on  drying,  pH,  ab¬ 
sorptivity,  crystallinity,  and  identity. 

(b)  The  batch  for  potency,  sterility, 
and  moisture. 

(ii)  Samples  required: 

(a)  The  oxytetracycline  hydrochlo¬ 
ride  used  in  making  the  batch:  10 
packages,  each  containing  approxi¬ 
mately  300  milligrams. 

(6)  The  batch; 

(1)  For  all  tests  except  sterility;  A 
minimum  of  five  immediate  contain¬ 
ers. 

(2)  For  sterility  testing:  20  immedi¬ 
ate  containers  collected  at  regular  in¬ 
tervals  throughout  each  filling  oper¬ 
ation. 

(b)  Tests  and  methods  of  assay— (1) 
Potency.— Proceed  as  directed  in 
§  436.106  of  this  chapter,  preparing  the 
sample  for  assay  as  follows:  Place  an 
accurately  measured,  representative 
portion  of  the  sample  into  a  high¬ 
speed  glass  blender  jar  containing  1.0 
milliliter  of  polysorbate  80  and  suffi¬ 
cient  0.17V  hydrochloric  acid  to  obtain 
a  stock  solution  of  convenient  concen¬ 
tration  containing  not  less  than  150 
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micrograms  of  oxytetracycline  per  mil¬ 
liliter  (estimated).  Blend  for  3  to  5 
minutes.  Further  dilute  an  aliquot 
with  sterile  distilled  water  to  the  ref¬ 
erence  concentration  of  0.24  micro¬ 
gram  of  oxytetracycline  per  milliliter 
(estimated). 

(2)  Sterility.  Proceed  as  directed  in 
$436.20  of  this  chapter,  using  the 
method  described  in  paragraph  (e)(2) 
of  that  section,  except  use  0.25  millili¬ 
ter  of  the  sample  in  lieu  of  1.0  millili¬ 
ter. 

(3)  Moisture.  Proceed  as  directed  in 
$  436.201  of  this  chapter. 

$446.3b7d  [Revoked] 

65.  By  reVoking  §  446.367d  Oxytetra¬ 
cycline  hydrochloride  ophthalmic  oint¬ 
ment 

66.  By  revising  §446.367e  to  read  as 
follows: 

§  446.367e  Oxytetracycline  hydrochloride- 
polymyxin  B  sulfate  ophthalmic  oint¬ 
ment. 

(a)  Requirem^ts  for  certification— 

(1)  Staridards  of  identity,  strength, 
quality,  and  purity.  Oxytetracycline 
hydrochloride-polymyxin  B  sulfate 
ophthalmic  ointment  is  oxytetracy¬ 
cline  hydrochloride  and  pol3mi}rxin  B 
sulfate  in  a  suitable  and  harmless  oint¬ 
ment  base.  Each  gram  contains  oxyte¬ 
tracycline  hydrochloride  equivalent  to 
5  milligrams  of  oxytetracycline  and 
polymyxin  B  sulfate  equivalent  to 
10,000  units  of  poljrmyxin  B.  Its  oxsrte- 
tracycline  content  is  satisfactory  if  it 
is  not  less  than  90  percent  and  not 
more  than  120  percent  of  the  number 
of  milligrams  of  oxytetracycline  that 
it  is  represented  to  contain.  Its  poly¬ 
myxin  B  content  is  satisfactory  if  it  is 
not  less  than  90  percent  and  not  more 
than  125  percent  of  the  number  of 
units  of^lym^in  B  that  it  is  repre¬ 
sented  t6  contain.  It  is  sterile.  Its  mois¬ 
ture  content  is  not  more  than  1  per¬ 
cent.  It  passes  the  test  for  metal  parti¬ 
cles.  The  oxytetracycline  hydrochlo¬ 
ride  used  conforms  to  the  standards 
prescribed  by  $  446.67a  (aXl).  The  po¬ 
lymyxin  B  sulfate  used  conforms  to 
the  standards  prescribed  by 
§  448.30a(aKl)  of  this  chapter. 

(2)  Labeling.  It  shall  be  labeled  in 
accordance  with  the  requirements  of 
$  432.5  of  this  chapter. 

(3)  Requests  for  certification;  sam¬ 
ples.  In  addition  to  complying  with  the 
requirements  of  $  431.1  of  this  chapter, 
each  such  request  shall  contain: 

(i)  Results  of  tests  and  assays  on: 

(o)  The  oxytetracycline  hydrochlo¬ 
ride  used  in  making  the  batch  for  po¬ 
tency,  safety,  loss  on  drying.  pH  ab¬ 
sorptivity,  crystallinity,  and  identity. 

(b)  The  polymyxin  B  sulfate  used  in 
making  the  batch  for  potency,  safety, 
pH,  loss  on  drying,  residue  on  ignition, 
and  identity. 

(c)  The  batch  for  oxytetracycline 
content,  polmyxin  B  content,  sterility, 
moisture,  and  metal  particles. 


(ii)  Samples  required: 

(a)  The  oxytetracycline  hydrochlo¬ 
ride  used  in  making  the  batch:  10 
packages,  each  containing  approxi¬ 
mately  300  milligrams. 

(b)  The  polymyxin  B  sulfate  used  in 
making  the  batch:  10  packages,  each 
containing  approximately  300  milli¬ 
grams. 

(c)  The  batch: 

(f)  For  all  tests  except  sterility:  A 
minimum  of  16  immediate  containers. 

(2)  For  sterility  testing:  20  immedi¬ 
ate  containers  collected  at  regular  in¬ 
tervals  throughout  each  filling  oper¬ 
ation. 

(b)  Tests  and  methods  of  assay— (1) 
Potency— <V)  Oxytetracycline  content 
Proceed  as  directed  in  §  436.106  of  this 
chapter,  preparing  the  sample  for 
assay  as  follows:  Place  an  accurately 
weighed  representative  portion  of  the 
sample  into  a  separatory  funnel  con¬ 
taining  approximately  50  milliliters  of 
peroxide-free  ether.  Shake  the  oint¬ 
ment  and  ether  until  homogeneous. 
Add  20  to  25  milliliters  of  0.17V  hydro¬ 
chloric  acid  and  shake  well.  Allow  the 
layers  to  separate.  Remove  the  acid 
layer  and  rei}eat  the  extraction  proce¬ 
dure  with  each  of  three  more  20-  to  25- 
mllliliter  quantities  of  0.17V  hydrochol- 
ric  acid.  Combine  the  acid  extractives 
in  a  suitable  volumetric  flask  and 
dilute  to  volume  with  0.17V  hydrochlo¬ 
ric  acid  to  obtain  a  stock  solution  of 
convenient  concentration  containing 
not  less  than  150  micrograms  of  oxyte¬ 
tracycline  per  milliliter  (estimated). 
Further  dilute  an  aliquot  of  the  stock 
solution  with  sterile  distilled  water  to 
the  reference  concentration  of  0.24  mi¬ 
crogram  of  oxytetracycline  per  nflllili- 
ter  (estimated). 

(ii)  Polymyxin  B  content  Proceed  as 
directed  in  $436,105  of  this  chapter, 
preparing  the  sample  for  assay  as  fol¬ 
lows:  Weigh  accurately  0.5  to  1  gram 
of  the  ointment  and  place  into  a  15- 
milliliter  centrifuge  tube.  Add  10  milli¬ 
liters  of  peroxide-free  ether.  Stir  until 
contents  are  homogeneous  and  centri¬ 
fuge  for  10  minutes  at  3,000  revolu¬ 
tions  per  minute.  Decant  the  sup>ema- 
tant  ether.  Repeat  washing  and  cen¬ 
trifugation  steps  once  more.  Add  10 
milliliters  of  acetone,  stir  until  con¬ 
tents  are  homogeneous,  and  centrifuge 
for  10  minutes  at  3,000  revolutions  per 
minute.  Decant  the  supernatant  ac¬ 
etone.  Repeat  acetone  wash  and  cen¬ 
trifugation  once  more.  Continue  ac¬ 
etone  washings  until  the  yellow  color 
in  the  residue  disappears.  Add  3  to  4 
drops  of  polysorbate  80  to  the  residue 
and  mix  well.  Gently  wash  the  residue 
into  a  100-milliliter  volumetric  flask 
with  10  percent  potassium  phosphate 
buffer,  pH  6.0  (solution  6),  and  further 
dilute  with  solution  6  to  the  reference 
concentration  of  10  units  of  polymsrxin 
B  per  milliliter  (estimated). 

-  (2)  Sterility.  Proceed  as  directed  in 
$  436.20  of  this  chapter,  using  the 


method  described  in  paragraph  (e)(3) 
of  that  section. 

(3)  Moisture.  Proceed  as  directed  in 
$  436.201  of  this  chapter. 

(4)  Metal  particles.  Proceed  as  direct¬ 
ed  in  $  436.206  of  this  chapter. 

67.  By  adding  new  $446,381  to  Sub¬ 
part  D  to  read  as  follows: 

$  446.381  Tetracycline  hydrochloride  oph¬ 
thalmic  dosage  forms. 

68.  By  adding  new  $  446.381a  to  read 
as  follows: 

$  446.381a  Tetracycline  hydrochloride 
ophthalmic  ointment. 

(a)  Requirements  for  certification— 

(1)  Standards  of  identity,  strength, 
quality,  and  purity.  Tetracycline  hy- 
^ochloride  ophthalmic  ointment  con¬ 
tains  tetacycline  hydrochloride  in  a 
suitable  and  harmless  ointment  base. 
Each  gram  contains  10  milligrams  of 
tetracycline  hydrochloride.  Its  poten¬ 
cy  is  satisfactory  if  it  contains  not  less 
than  90  percent  and  not  more  than 
125  percent  of  the  number  of  milli¬ 
grams  of  tetracycline  hydrochloride 
that  it  is  represented  to  contain.  It  is 
sterile.  Its  moisture  content  is  not 
more  than  0.5  percent.  It  passes  the 
test  for  metal  particles.  The  tetracy¬ 
cline  hydrochloride  used  confroms  to 
the  standards  prescribed  by 
$446.81a(a)(l). 

(2)  Labeling.  It  shall  be  labeled  in 
accordance  with  the  requirements  of 
$  432.5  of  this  chapter. 

(3)  Requests  for  certification;  sam¬ 
ples.  In  addition  to  complying  with  the 
requirements  of  $  431.1  of  this  chapter, 
each  such  request  shall  contain: 

(i)  Results  of  tests  and  assays  on: 

(a)  The  tetracycline  hydrochloride 
used  in  making  the  batch  for  potency, 
safety,  loss  on  drying,  pH,  ateorptiv- 
ity,  crystallinity,  and  identity. 

(b)  The  batch  for  potency,  sterility, 
moisture,  and  metal  particles. 

(ii)  Samples  required: 

(a)  The  tetracycline  hydrochloride 
used  in  making  the  batch:  10  packages, 
each  containing  approximately  300 
milligrams. 

(b)  The  batch: 

(1)  For  all  tests  except  sterility:  A 
minimum  of  15  immediate  conainers. 

(2)  For  sterility  testing:  20  immedi¬ 
ate  containers,  collected  at  regular  in¬ 
tervals  throughout  each  fillj.g  oper¬ 
ation. 

(b)  Tests  and  methods  of  Cisay— (1) 
Potency.  Proceed  as  directed  in 
$  436.106  of  this  chapter,  preparing  the 
sample  for  assay  as  follows:  Place  an 
accurately  weighed  representative  por¬ 
tion  of  the  sample  into  a  separatory 
funnel  containing  approximately  50 
milliliters  of  peroxide-f^^e  ether. 
Shake  the  sample  and  ether  until  ho¬ 
mogeneous.  Add  20  to  25  tr.illillters  of 
0.17V  hydrochloric  acid  and  shake  well. 
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Allow  the  layers  to  separate.  Remove 
the  acid  layer  and  repeat  the  extrac¬ 
tion  procedure  with  each  of  3  more  20- 
to  25-milliliter  quantities  of  0.1  iV  hy¬ 
drochloric  acid.  Combine  the  extrac¬ 
tives  in  a  suitable  volumetric  flask  and 
fill  to  volume  with  0.17V  hydrochloric 
acid  to  obtain  a  stock  solution  of  con¬ 
venient  concentration  containing  not 
less  than  150  micrograms  of  tetracy¬ 
cline  hydrochloride  per  milliliter  (esti¬ 
mated).  Further  dilute  an  aliquot  with 
sterile  distilled  water  to  the  reference 
concentration  of  0.24  micrograms  of 
tetracycline  hydrochloride  per  millili¬ 
ter  (estimated). 

(2)  Sterility.  Proceed  as  directed  in 
§  436.20  of  this  chapter,  using  the 
method  described  in  paragraph  (e)(3) 
of  that  section. 

(3)  Moisture.  Proceed  as  directed  in 
§  436.201  of  this  chapter. 

(4)  Metal  particles.  Proceed  as  direct¬ 
ed  in  §  436.206  of  this  chapter. 

69.  By  adding  new  §  446.381b  to  read 
as  follows: 

S  446.381b  Tetracycline  hydrochloride 
ophthalmic  suspension. 

(а)  Requirements  for  certification— 

(1)  Standards  of  identity,  strength, 
quality,  and  purity.  Tetracycline  hy¬ 
drochloride  ophthalmic  suspension 
contains  tetracycline  hydrochloride  in 
a  suitable  and  harmless  oily  base. 
Each  milliliter  contains  10  milligrams 
of  tetracycline  hydrochloride.  Its  po¬ 
tency  Is  satisfactory  if  it  contains  not 
less  than  90  percent  and  not  more 
than  125  percent  of  the  number  of 
milligrams  of  tetracycline  hydrochlo¬ 
ride  that  it  is  represented  to  contain. 
It  is  sterile.  Its  moisture  content  is  not 
more  than  0.5  percent.  The  tetracy¬ 
cline  hydrochloride  used  conforms  to 
the  standards  prescribed  by 
§446.81a(a)(l). 

(2)  Labeling.  It  shall  be  labeled  in 
accordance  with  the  requirements  of 
§  432.5  of  this  chapter. 

(3)  Requests  for  certification;  sam¬ 
ples.  In  addition  to  complying  with  the 
requirements  of  §  431.1  of  this  chapter, 
each  such  request  shall  contain: 

(1)  Results  of  tests  and  assays  on: 

(o)  The  tetracycline  hydrochloride 

used  in  making  the  batch  for  potency, 
safety,  loss  on  drying,  pH,  absorptiv¬ 
ity,  crystallinity,  and  Identity.  - 

(б)  The  batch  for  potency,  sterility, 
and  moisture. 

(ii)  Samples  required: 

(а)  The  tetracycline  hydrochloride 
used  in  making  the  batch:  10  packages, 
each  containing  approximately  300 
milligrams. 

(б)  The  batch: 

(f)  For  all  tests  except  sterility:  A 
minimum  of  five  immediate  contain¬ 
ers. 

(2)  For  sterility  testing:  20  immedi¬ 
ate  containers,  collected  at  regular  in¬ 
tervals  throughout  each  filling  oper¬ 
ation. 


(b)  Tests  and  methods  of  assay— (1) 
Potency.  Proceed  as  directed  in 
§  436.106  of  this  chapter,  preparing  the 
sample  for  assay  as  follows:  Place  an 
accurately  measured  representative 
portion  of  the  sample  into  a  high¬ 
speed  glass  blender  jar  with  sufficient 
0.17V  hydrochloric  acid  to  give  a  stock 
solution  of  convenient  concentration 
containing  not  less  jar  with  sufficient 
0.17V  hydrochloric  hydrochloride  per 
milliliter  (estimated).  Blend  for  3  to  5 
minutes.  Remove  an  aliquot  and  fur¬ 
ther  dilute  with  sterile  distilled  water 
to  the  reference  concentration  of  0.24 
microgram  of  tetracycline  hydrochlo¬ 
ride  per  milliliter  (estimated). 

(2)  Sterility.  Proceed  as  directed  in 
§  436.20  of  his  chapter,  using  the 
method  described  in  paragraph  (e)(3) 
of  that  section. 

(3)  Moisture.  Proceed  as  directed  in 
§  436.210  of  this  chapter. 

70.  By  revising  §446.467  to  read  as 
follows: 

§  446.467  Oxytetrarycline  hydrochloride- 
polymyxin  B  sulfate  otic  ointment. 

(a)  Requirements  for  certification— 
(1)  Standards  of  identity,  strength, 
quality,  and  purity.  Oxytetracycline 
hydrochloride-polymyxin  B  sulfate 
otic  ointment  is  oxytetracycline  hy¬ 
drochloride  and  polymyxin  B  sulfate 
in  a  suitable  and  harmless  ointment 
base.  Each  gram  of  ointment  contains 
oxytetracycline  hydrochloride  equiv¬ 
alent  to  5  milligrams  of  oxytetracy¬ 
cline  and  polymyxin  B  sulfate  equiv¬ 
alent  to  10,000  units  of  polymyxin  B. 
Its  oxytetracycline  hydrochloride  con¬ 
tent  is  satisfactory  if  it  contains  not 
less  than  90  percent  and  not  more 
than  120  percent  of  the  number  of 
milligrams  of  oxytetracycline  that  it  is 
represented  to  contain.  Its  polymyxin 
B  sulfate  content  is  satisfactory  if  it 
contains  not  less  than  90  percent  and 
not  more  than  125  percent  of  the 
number  of  units  of  polymyxin  B  that 
it  is  represented  to  contain.  Its  mois¬ 
ture  content  is  not  more  than  1  per¬ 
cent.  The  oxytetracycline  hydrochlo¬ 
ride  used  conforms  to  the  standards 
prescribed  by  §  446.67(a)(1),  except 
safety.  The  polymyxin  B  sulfate  used 
conforms  to  the  standards  prescribed 
by  §  448.30(a)(1)  of  this  chapter, 
except  safety. 

(2)  Labeling.  It  shall  be  labeled  in 
accordance  with  the  requirements  of 
§  432.5  of  this  chapter. 

(3)  Requests  for  certification;  sam¬ 
ples.  In  addition  to  complying  with  the 
requirements  of  §  431.1  of  this  chapter, 
each  such  request  shall  contain: 

(i)  Results  of  tests  and  assays  on: 

(a)  The  oxytetracycline  hydrochlo¬ 
ride  used  in  making  the  batch  for  po¬ 
tency,  loss  on  drying,  pH,  absorptivity, 
identity,  and  crystallinity. 

(b)  The  polymyxin  B  sulfate  used  in 
making  the  batch  for  potency,  pH.  loss 
on  drying,  residue  on  ignition,  and 
identity. 


(c)  The  batch  for  oxytetracycline 
content,  polymyxin  B  content,  and 
moisture. 

(ii)  Samples  required: 

(a)  The  oxytetracycline  hydrochlo¬ 
ride  used  in  making  the  batch:  10 
packages,  each  containing  approxi¬ 
mately  300  milligrams. 

(6)  The  polymyxin  B  sulfate  used  in 
making  the  batch:  10  packages,  each 
containing  approximately  300  milli¬ 
grams. 

(c)  The  batch:  A  minimum  of  six  im¬ 
mediate  containers. 

(b)  Tests  and  methods  of  assay— tl) 
Potency— Oxytetracycline  content. 
Proceed  as  directed  in  §  436.106  of  this 
chapter,  preparing  the  sample  for 
assay  as  follows:  Place  an  accurately 
weighed  representative  portion  of  the 
sam.ple  into  a  separatory  funnel  con¬ 
taining  approximately  50  milliliters  of 
peroxide-free  ether.  Shake  the  sample 
and  ether  until  homogeneous.  Add  20 
to  25  milliliters  of  0.17V  hydrochloric 
acid  and  shake  well.  Allow  the  layers 
to  separate.  Remove  the  acid  layer  and 
repeat  the  extraction  procedure  with 
each  of  three  more  20-  to  25-milliliter 
quantities  of  0.17V  hydrochloric  acid. 
Combine  the  acid  extractives  in  a  suit¬ 
able  volumetric  flask  and  fill  to 
volume  with  0.17V  hydrochloric  acid  to 
obtain  a  stock  solution  of  convenient 
concentration  containing  not  less  than 
150  micrograms  of  oxytetracycline  per 
milliliter  (estimated).  Further  dilute 
an  aliquot  of  the  stock  solution  with 
sterile  distilled  water  to  the  reference 
concentration  of  0.24  microgram  of  ox¬ 
ytetracycline  per  milliliter  (estimated). 

(ii)  Polymyxin  B  content  Proceed  as 
directed  in  §436.105  of  this  chapter, 
preparing  the  sample  for  assay  as  fol¬ 
lows:  Weigh  accurately  0.5  to  1.0  gram 
of  the  ointment  and  place  into  a  15- 
milliliter  centrifuge  tube.  Add  10  milli¬ 
liters  of  peroxide-free  ether.  Stir  until 
contents  are  homogeneous  and  centri¬ 
fuge  for  10  minutes  at  3,000  revolu¬ 
tions  per  minute.  Decant  the  superna¬ 
tant  ether.  Repeat  washing  and  cen¬ 
trifugation  steps  once  more.  Add  10 
milliliters  of  acetone,  stir  until  con¬ 
tents  are  homogeneous,  and  centrifuge 
for  10  minutes  at  3,000  revolutions  per 
minute.  Decant  the  supernatant  ac¬ 
etone.  Repeat  acetone  w'ash  and  cen¬ 
trifugation  once  more.  Continue  ac¬ 
etone  washings  until  the  yellow  color 
in  the  residue  disappears.  Add  3  to  4 
drops  of  polysorbate  80  to  the  residue 
and  mix  well.  Gently  wash  the  residue 
into  a  100-milliliter  volumetric  flask 
with  10  percent  potassium  phosphate 
buffer,  pH  6.0  (solution  6),  and  further 
dilute  with  solution  6  to  the  reference 
concentration  of  10  units  of  polymyxin 
B  per  milliliter  (estimated). 

(2)  Moisture.  Proceed  as  directed  in 
§  436.201  of  this  chapter. 

§  446.467d.  (Revoked] 

70a.  By  revoking  §  446.467d  Oxytetra¬ 
cycline  hydrochloride-polymyxin  B 
sulfat  otic  ointment 
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71.  By  revising  §446.510  to  read  as 
follows: 

§  446.510  Chlortetracycline  hydrochloride 
ointment 

(a)  Requirements  for  certification— 

(1)  Standards  of  identity,  strength, 
quality  and  purify.— Chlortetracycline 
hydrochloride  ointment  contains 
chlortetracycline  hydrochloride  and 
one  or  more  suitable  and  harmless  pre¬ 
servatives  in  a  suitable  and  harmless 
ointment  base.  Each  gram  contains  30 
milligrams  of  chlortetracycline  hydro¬ 
chloride.  Its  potency  Is  satisfactory  if 
it  Is  not  less  than  90  percent  and  not 
more  than  125  percent  of  the  number 
of  milligrams  of  chlortetracycline  hy¬ 
drochloride  that  it  is  represented  to 
contain.  Its  moisture  content  is  not 
more  than  0.5  percent.  The  chlortetra¬ 
cycline  hydrochloride  used  conforms 
to  the  standards  prescribed  by 
§  446.10(aKl),  except  safety. 

(2)  Labeling.  In  addition  to  the  label¬ 
ing  requirements  prescribed  by 
§432.5(aK3)  of  this  chapter,  each 
package  shall  bear  on  its  label  or  label¬ 
ing,  as  hereinafter  indicated,  the  fol¬ 
lowing: 

(i)  On  the  label  of  the  immediate 
container  and  on  the  outside  wrapper 
or  container,  if  any: 

(a)  The  batch  mark. 

(b)  The  name  and  quantity  of  each 
active  ingredient  contained  in  the 
drug. 

(ii)  On  the  label  of  the  immediate 
container  or  other  labeling  attached  to 
or  within  the  package,  adequate  direc¬ 
tions  under  which  the  layman  can  use 
the  drug  safely  and  efficaciously. 

(3)  Requests  for  certification;  sam¬ 
ples.  In  addition  to  complying  with  the 
requirements  of  §  431.1  of  this  chapter, 
each  such  request  shall  contain: 

(i)  Results  of  tests  and  assays  on: 

(a)  The  chlortetracycline  hydrochlo¬ 
ride  used  in  making  the  batch  for  po¬ 
tency,  loss  on  drying,  pH,  crystallinity, 
and  identity. 

(b)  The  batch  for  potency  and  mois¬ 
ture. 

(ii)  Samples  required: 

(a)  The  chlortetracycline  hydrochlo¬ 
ride  used  in  making  the  batch:  10 
packages,  each  containing  approxi¬ 
mately  60  milligrams. 

(6)  The  batch:  A  minimum  of  five 
immediate  containers: 

(b)  Tests  and  methods  of  assay— (1) 
Potency.- Proceed  as  directed  in 
§  436.106  of  this  chapter,  preparing  the 
sample  for  assay  as  follows:  Place  an 
accurately  weighed  representative  por¬ 
tion  of  the  sample  into  a  separatory 
funnel  containing  approximately  50 
milliliters  of  peroxide-free  ether. 
Shake  the  sample  and  ether  until  ho¬ 
mogeneous.  Add  20  to  25  milliliters  of 
O.OlfV  hydrochloric  acid  and  shake 
well.  Allow  the  layers  to  separate. 
Remove  the  acid  layer  and  repeat  the 
extraction  procedure  with  each  of 


three  more  20-  to  25-milliliter  quanti¬ 
ties  of  0.0  liV  hydrochloric  acid.  Com¬ 
bine  the  extractives  in  a  suitable  volu¬ 
metric  flask  and  dilute  to  voliune  with 
0.0 1/V  hydrochloric  acid.  Further 
dilute  an  aliquot  with  sterile  distilled 
water  to  the  reference  concentration 
of  0.06  microgram  of  chlortetracycline 
hydrochloride  per  milliliter  (estimat¬ 
ed). 

(2)  Moisture.  Proceed  as  directed  in 
§  436.201  of  this  chapter. 

§  446.510a  [Revoked] 

•  72.  By  revoking  §  446.510a  Chlorte¬ 
tracycline  hydrochloride  ointment; 
chlortetracycline  calcium  ointment; 
chlortetracycline  calcium  cream;  tetra¬ 
cycline  hydrochloride  ointment  (.tetra¬ 
cycline  hydrochloride  in  oil  suspen¬ 
sion);  tetracycline  ointment  (tetracy¬ 
cline  cream). 

§446.5105  [Revoked] 

73.  By  revoking  §  446.510b ‘CTitorte- 
tracycline  powder  (chlortetracycline 
hydrochloride  powder);  tetracycline 
hydrochloride  powder;  tetracycline 
powder. 

74.  By  revising  §  446.567a  to  read  as 
follows: 

§  446.567a  Oxytetracycline  hydrochloride- 
hydrocortisone  topical  ointment. 

(a)  Requirements  for  certification— 
(1)  Standards  of  identity,  strength, 
quality,  and  purify.- Oxytetracycline 
hydrochloride-hydrocortisone  topical 
ointment  is  oxytetracycline  hydrochlo¬ 
ride  and  hydrocortisone  in  a  suitable 
and  harmless  ointment  base.  Each 
gram  contains  oxytetracycline  hydro¬ 
chloride  equivalent  to  30  milligrams  of 
oxytetracycline  and  10  milligrams  of 
hydrocortisone.  Its  potency  is  satisfac¬ 
tory  if  it  is  not  less  than  90  percent 
and  not  more  than  115  percent  of  the 
number  of  milligrams  of  oxytetracy¬ 
cline  that  it  is  represented  to  contain. 
Its  moisture  content  is  not  more  than 
1  percent.  The  oxytetracycline  hydro¬ 
chloride  used  conforms  to  the  stan¬ 
dards  prescribed  by  §  446.67(a)(1), 
except  safety. 

(2)  Labeling.  It  shall  be  labeled  in 
accordance  with  the  requirements  of 
§  432.5  of  this  chapter. 

(3)  Requests  for  certification;  sam¬ 
ples.  In  addition  to  the  requirements 
of  §431.1  of  this  chapter,  each  such  re¬ 
quest  shall  contain: 

(i)  Results  of  tests  and  assays  on: 

(a)  The  oxytetracycline  hydrochlo¬ 
ride  used  in  making  the  batch  for  po¬ 
tency,  loss  on  drying,  pH,  absorptivity, 
identity,  and  crystallinity. 

(b)  The  batch  for  potency  and  mois¬ 
ture. 

(ii)  Samples  required: 

(a)  The  oxytetracycline  hydrochlo¬ 
ride  used  in  making  the  batch:  10 
packages,  each  containing  approxi¬ 
mately  300  milligrams. 

(b)  The  batch:  A  minimum  of  five 
immediate  containers. 


(b)  Tests  and  methods  of  assay— (\) 
Pofency. —Proceed  as  directed  in 
§436.106  of  this  chapter,  preparing  the 
sample  for  assay  as  follows:  Place  an 
accurately  weighed  representative  por¬ 
tion  of  the  sample  into  a  separatory 
funnel  containing  approximately  50 
milliliters  of  peroxide-free  ether. 
Shake  the  sample  and  ether  until  ho¬ 
mogeneous.  Add  20  to  25-milliliters  of 
0.1  AT  hydrochloric  acid  and  shake  well. 
Allow  the  layers  to  separate.  Remove 
the  acid  layer  and  repeat  the  extrac¬ 
tion  procedure  with  each  of  three 
more  20-  to  25-milliliter  quantities  of 
O.IA^  hydrochloric  acid.  Combine  the 
acid  extractives  in  a  suitable  volumet¬ 
ric  flask  and  fill  to  volume  with  O.liV 
hydrochloric  acid  to  obtain  a  stock  so¬ 
lution  of  convenient  concentration 
containing  not  less  than  150  micro¬ 
grams  of  oxytetracycline  per  millilter 
(estimated).  Further  dilute  an  aliquot 
of  the  stock  solution  with  sterile  dis¬ 
tilled  water  to  the  reference  concen¬ 
tration  of  0.24  microgram  of  oxytetra¬ 
cycline  per  millilter  (estimated). 

(2)  Moisture.  Proceed  as  directed  in 
§  436.201  of  this  chapter. 

75.  By  revising  §  446.567b  to  read  as 
follows: 

§  446.567b  Oxytetracycline  hydrochloride- 
polymyxin  B  sulfate  topic^  ointment. 

(a)  Requirements  for  certification— 
(1)  Standards  of  identity,  strength, 
quality,  and  purify.— Oxytetracycline 
hydrochloride-polymyxin  B  sulfate 
topical  ointment  is  oxytetracycline  hy¬ 
drochloride  and  polymyxin  B  sulfate 
in  a  suitable  and  harmless  ointment 
base.  Each  gram  contains  oxytetracy¬ 
cline  hydrochloride  equivalent  to  30 
milligrams  of  oxytetracycline  and  po¬ 
lymyxin  B  sulfate  equivlent  to  10,000 
units  of  polymyxin  B.  Its  oxytetracy¬ 
cline  content  is  satisfactory  if  it  Is  not 
less  than  90  percent  and  not  more 
than  120  percent  of  the  number  of 
milligrams  of  oxytetracycline  that  it  is 
represented  to  contain.  Its  polymxin  B 
sulfate  content  is  satisfactory  if  it  is 
not  less  than  90  percent  and  not  more 
than  125  percent  of  the  number  of 
units  of  polsrmyxin  B  that  it  is  repre¬ 
sented  to  contain.  Its  moisture  content 
is  not  more  than  1  percent.  The  oxyte¬ 
tracycline  hydrochloride  used  con¬ 
forms  to  the  standards  prescribed  by 
§  446.67(a)(1),  except  safety.  The  poly¬ 
myxin  B  sulfate  conforms  to  the  stan¬ 
dards  prescribed  by  §  448.30(a)(1), 
except  safety. 

(2)  Labeling.  In  addition  to  the  label¬ 
ing  requirements  prescribed  by 
§432.5(aK3)  of  this  chapter,  each  pack¬ 
age  shall  bear  on  its  label  or  labeling 
as  hereinafter  indicated,  the  following: 

(i)  On  the  label  of  the  immediate 
container  and  on  the  outside  wrapper 
or  container,  if  any: 

(a)  The  batch  mark. 

(b)  The  name  and  quantity  of  each 
active  ingredient  contained  in  the 
drug. 
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(il)  On  the  label  of  the  immediate 
container  or  other  labeling  attached*  to 
or  within  the  package;  Adequate  direc¬ 
tions  under  which  the  layman  can  use 
the  drug  safely  and  efficaciously. 

(3)  Requests  for  certification;  sam¬ 
ples.  In  addition  to  the  requirements 
of  §431.1  of  this  chapter,  each  such  re¬ 
quest  shall  contain: 

(i)  Results  of  tests  and  assays  on; 

(a)  The  oxytetracycline  hydrochlo¬ 
ride  used  in  making  the  batch  for  po¬ 
tency,  loss  on  drying,  pH,  absorptivity, 
identity,  and  crystallinity. 

(b)  The  polymyxin  B  sulfate  used  in 
making  the  batch  for  potency,  loss  on 
drying.  pH.  residue  on  ignition,  and 
identity. 

(c)  The  batch  for  oxytetracycline 
content,  polymyxin  B  content,  and 
moisture. 

(ii)  Samples  required: 

(a)  The  oxytetracycline  hydrochlo¬ 
ride  used  in  making  the  batch:  10 
packages,  each  containing  approxi¬ 
mately  300  milligrams. 

(6)  The  polymyxin  B  sulfate  used  in 
making  the  batch:  10  packages,  each 
containing  approximately  300  milli¬ 
grams. 

(c)  The  batch;  A  minimum  of  six  im¬ 
mediate  containers. 

(b)  Tests  and  methods  of  assay— (.1) 
Potency— ii)  Oxytetracycline  con¬ 
tent— Proceed  as  directed  in  §436.106 
of  this  chapter,  preparing  the  sample 
for  assay  as  follows:  Place  aft  accurate¬ 
ly  weighed  representative  portion  of 
the  sample  into  a  separatory  funnel 
containing  approximately  50  milliliters 
of  peroxide-free  ether.  Shake  the  oint¬ 
ment  and  ether  until  homogeneous. 
Add  20  to  25  milliliters  of  0.1^  hydro¬ 
chloric  acid  and  shake  well.  Allow  the 
layers  to  separate.  Remove  the  acid 
layer  and  repeat  the  extraction  proce¬ 
dure  with  each  of  three  more  20-  to  25- 
milliliter  quantities  of  0.1/V  hydrochlo¬ 
ric  acid.  Combine  the  acid  extractives 
in  a  suitable  volumetric  flask  and 
dilute  to  volume  with  0.1  JV  hydrochlo¬ 
ric  acid  to  obtain  a  stock  solution  of 
convenient  concentration  containing 
not  less  than  150  micrograms  of  oxyte¬ 
tracycline  per  milliliter  (estimated). 
Further  dilute  an  aliquot  of  the  stock 
solution  with  sterile  distilled  water  to 
the  reference  concentration  of  0.24  mi¬ 
crogram  of  oxytetracycline  per  millili¬ 
ter  (estimated). 

(ii)  Polymyxin  B  content.  Proceed  as 
directed  in  §436.105  of  this  chapter, 
preparing  the  sample  for  assay  as  fol¬ 
lows:  Weigh  accurately  0.5  to  1  gram 
of  the  ointment  and  place  into  a  15- 
milliliter  centrifuge  tube.  Add  10  milli¬ 
liters  of  peroxide-free  ether.  Stir  imtil 
contents  are  homogeneous  and  centri¬ 
fuge  for  10  minutes  at  3,000  revolu¬ 
tions  per  minute.  Decant  the  superna¬ 
tant  ether.  Repeat  washing  and  cen¬ 
trifugation  steps  once  more.  Add  10 
milliliters  of  acetone,  stir  until  con¬ 
tents  are  homogeneous,  and  centrifuge 


for  10  minutes  at  3,000  revolutions  per 
minute.  Decant  the  supernatant  ac¬ 
etone.  Repeat  acetone  wash  and  cen¬ 
trifugation  once  more.  Continue  ac¬ 
etone  washing  imtil  the  yellow  color  in 
the  residue  disappears.  Add  3  to  4 
drops  of  polysorbate  80  to  the  residue 
and  mix  well.  Gently  wash  the  residue 
into  a  100-millillter  volumetric  flask 
with  10  percent  potassium  phosphate 
buffer,  pH  6.0  (solution  6),  and  further 
dilute  with  solution  6  to  the  reference 
concentration  of  10  units  of  polymyxin 
B  per  milliliter  (estimated). 

(2)  Moisture.  Proceed  as  directed  in 
§  436.201  of  this  chapter. 

76.  By  revising  §  446.567c  to  read  as 
follows: 

§  446.567c  Oxytetracycline  hydrochloride- 
polymyxin  B  sulfate  topical  powder. 

(a)  Requirements  for  certification— 
(1)  Standards  of  identity,  strength, 
quality,  and  purify.— Oxytetracycline 
hydrochloride-polymyxin  B  sulfate 
topical  powder  is  oxytetracycline  hy¬ 
drochloride  and  polymyxin  B  sulfate 
with  a  suitable  filler.  Each  gram  con¬ 
tains  30  milligrams  of  oxytetracycline 
and  10,000  units  of  polymyxin  B.  Its 
oxytetracycline  content  is  satisfactory 
if  it  is  not  less  than  90  percent  and  not 
more  than  120  percent  of  the  number 
of  milligrams  of  oxytetracycline  that 
it  is  represented  to  contain.  Its  poly¬ 
myxin  B  content  is  satisfactory  if  it  is 
not  less  than  90  percent  and  not  more 
than  120  percent  of  the  number  of 
units  of  polymyxin  B  that  it  is  repre¬ 
sented  to  contain.  The  loss  on  drying 
is  not  more  than  2.0  percent.  The  oxy¬ 
tetracycline  hydrochloride  used  con¬ 
forms  to  the  standards  prescribed  by 
§  446.67,  except  safety.  The  polymyxin 
B  sulfate  used  conforms  to  the  stan¬ 
dards  prescribed  by  §448.30  (a)(1)  of 
this  chapter,  except  safety. 

(2)  Labeling.  Each  package  shall 
bear  on  its  label  or  labeling,  as  herein¬ 
after  indicated,  the  following; 

(i)  On  the  label  of  the  immediate 
container  and  on  the  outside  wrapper 
or  container,  if  any: 

(a)  The  batch  mark. 

(b)  The  name  and  quantity  of  each 
active  ingredient  contained  in  the 
drug. 

(c)  An  expiration  date  that  is  12 
months  after  the  month  during  which 
the  batch  was  certified,  unless  the  use 
of  a  longer  expiration  period  has  been 
approved  in  accordance  with  the  provi¬ 
sions  of  §  432.5(a)(3)  of  this  chapter. 

(ii)  On  the  label  of  the  immediate 
container  or  other  labeling  attached  to 
or  within  the  package,  adequate  direc¬ 
tions  for  lay  use  of  the  drug. 

(3)  Requests  for  certification;  sam¬ 
ples.  In  addition  to  the  requirements 
of  §  431.1  of  this  chapter,  each  such  re¬ 
quest  shall  contain: 

(i)  Results  of  tests  and  assays  on: 

(o)  The  oxytetracycline  hydrochlo¬ 
ride  used  in  making  the  batch  for  po¬ 


tency,  loss  on  drying,  pH,  absorptivity, 
identity,  and  crystallinity. 

(b)  The  polymyxin  B  sulfate  used  in 
making  the  batch  for  potency,  loss  on 
drying,  pH,  residue  on  ignition,  and 
identity. 

(c)  The  batch  for  oxytetracycline 
content,  polymyxin  content,  and  loss 
on  drying. 

(ii)  Samples  required: 

(a)  The  oxytetracycline  hydrochlo¬ 
ride  used  in  making  the  batch;  10 
packages,  each  containing  approxi¬ 
mately  300  milligrams. 

(b)  The  polymyxin  B  sulfate  used  in 
making  the  batch;  10  packages,  each 
containing  approximately  300  milli¬ 
grams. 

(c)  The  batch;  A  minimum  of  six  im¬ 
mediate  containers. 

(b)  Tests  and  methods  of  ossai/— (1) 
Potency— (.i)  Oxytetracycline  con¬ 
tent— Proceed  as  directed  in  §436.106 
of  this  chapter,  preparing  the  sample 
for  assay  as  follows:  Place  an  accurate¬ 
ly  weighed  representative  portion  of 
the  sample  into  a  high-speed  glass 
blender  jar  with  sufficient  O.liV  hydro¬ 
chloric  acid  to  obtain  a  stock  solution 
of  convenient  concentration  contain¬ 
ing  not  less  than  150  micrograms  of 
oxjrtetracycline  hydrochloride  per  mil¬ 
liliter  (estimated).  Blend  for  3  to  5 
minutes.  Remove  an  aliquot  of  the 
stock  solution  and  further  dilute  with 
sterile  distilled  water  to  the  reference 
concentration  of  0.24  microgram  of  ox¬ 
ytetracycline  per  milliliter  (estimated). 

(ii)  Polymyxin  content  Proceed  as 
directed  in  §436.105  of  this  chapter, 
preparing  the  sample  for  assay  as  fol¬ 
lows;  Accurately  weigh  1  gram  of  the 
powder  and  place  into  a  50-mLlliliter 
centrifuge  tube.  Add  15  milliliters  of 
acetone  and  1  drop  of  concentrated 
hydrochloric  acid  and  stir  well.  Add  20 
milliliters  of  acetone  and  centrifuge 
for  10  minutes  at  3,000  revolutions  per 
minute.  Decant  the  supernatant  liquid 
and  repeat  the  acetone-acid  extraction 
once  more.  Dissolve  and  dilute  the  re¬ 
sidue  with  sufficient  10  percent  potas¬ 
sium  phosphate  buffer,  pH  6.0  (solu¬ 
tion  6),  to  obtain  a  stock  solution  of 
convenient  concentration.  Further 
dilute  an  aliquot  of  the  stock  solution 
with  solution  6  to  the  reference  con¬ 
centration  of  10  units  of  poljTnyxin  B 
per  milliliter  (estimated). 

(2)  Loss  on  drying.  Proceed  as  direct¬ 
ed  in  §  436.200(b)  of  this  chapter. 

§  446.567d  [Revoked! 

77.  By  revoking  §  446.567d  Oxytetra¬ 
cycline  hydrochloride-hydrocortisone 
aerosol  topical 

78.  By  revising  §446.567e  to  read  as 
follows: 

§  446.567e  Oxytetracycline  hydrochlo- 
ride-pol3  myxin  B  sulfate-hydrocorti¬ 
sone  aerosol  topical. 

(a)  Requirements  for  certification— 
(1)  Standards  of  identity,  strength. 
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Quality,  and  purity.  Oxytetracycline 
hydrochloride-polymsniin  B  sulfate- 
hydrocortisone  aerosol  topical  is  oxy¬ 
tetracycline  hydrochloride,  polymyxin 
B  sulfate,  and  hydrocortisone  in  a  suit¬ 
able  ointment  base  packaged  with  one 
or  more  suitable  inert  gases.  Each 
spray  pack  contains  the  equivalent  of 
300  milligrams  of  oxytetracycline. 
100.000  units  of  polsunyxln  B,  and  100 
milligrams  of  hydrocortisone.  Its  oxy¬ 
tetracycline  hydrochloride  content  is 
satisfactory  if  it  is  not  less  than  90 
percent  and  not  more  than  120  per¬ 
cent  of  the  number  of  milligrams  of 
oxsrtetracycline  that  it  is  represented 
to  contain.  Its  polymyxin  B  sulfate 
content  is  satisfactory  if  it  is  not  less 
than  90  percent  and  not  more  than 
135  percent  of  the  number  of  units  of 
polymyxin  B  that  it  is  represented  to 
contain.  The  moisture  content  is  not 
more  than  1.0  percent.  The  oxytetra¬ 
cycline  hydrochloride  used  conforms 
to  the  standards  prescribed  by 
§  446.67(a)(1),  except  safety.  The  poly- 
msrxin  B  sulfate  used  conforms  to  the 
standards  prescribed  by  §448.30(aKl) 
of  this  chapter,  except  safety. 

(2)  Labeling.  It  shall  be  labeled  in 
accordance  with  the  requirements  of 
§  432.5  of  this  chapter. 

(3)  Requests  for  certification;  sam¬ 
ples.  In  addition  to  complying  with  the 
requirements  of  §  431.1  of  this  chapter, 
each  such  request  shall  contain; 

(i)  Results  of  tests  and  assays  on; 

(а)  The  oxytetracycline  hydrochlo¬ 
ride  used  in  making  the  batch  for  po¬ 
tency,  loss  on  drying,  pH,  absorptivity, 
identity,  and  crystallinity. 

(б)  The  polymyxin  B  sulfate  used  in 
making  the  batch  for  potency,  loss  on 
drying,  pH,  residue  on  ignition,  and 
identity. 

(c)  The  batch  for  oxytetracycline 
content,  polymyxin  content,  and  mois¬ 
ture. 

(ii)  Samples  required; 

(a)  The  oxjrtetracycline  hydrochlo¬ 
ride  used  in  making  the  batch;  10 
packages,  each  containing  approxi¬ 
mately  300  milligrams. 

(6)  The  polymyxin  B  sulfate  used  in 
making  the  batch;  10  packages,  each 
containing  approximately  300  milli¬ 
grams. 

(c)  The  batch;  A  minimum  of  six  im¬ 
mediate  containers. 

(b)  Tests  and  methods  of  assay— (1) 
Potency— (i)  Oxytetracycline  content 
P*roceed  as  directed  in  §  436.106  of  this 
chapter,  preparing  the  sample  for 
assay  as  follows;  Remove  the  cap  and 
plastic  spray  tip  from  the  aerosol  can. 
Attach  a  10-inch  length  of  suitable 
plastic  tubing  over  the  nozzle  of  the 
aerosol  can.  Shake  the  can  gently  two 
of  three  times.  Place  the  free  end  of 
the  tubing  into  a  400-millilIter  beaker, 
hold  the  can  in  an  upright  position, 
and  depress  the  nozzle.  Empty  the 
entire  contents  into  the  beaker.  Rinse 
the  tubing  with  a  minimum  amount  of 


O.llV  hydrochloric  acid  and  add  it  to 
the  contents  of  the  beaker.  Allow  to 
stand  at  room  temperature  for  Vi  to  1 
hour  to  evaporate  residual  propellant. 
Transfer  the  contents  of  the  beaker 
with  three  10-milliliter  portions  of 
O.IAT  hydrochloric  acid  to  a  1-liter 
volumetric  flask.  Dilute  to  volume 
with  O.IA^  hydrochloric  acid  and  mix 
well.  Remove  an  appropriate  aliquot 
and  dilute  with  sterile  distilled  water 
to  the  reference  concentration  of  0.24 
microgram  of  oxytetracycline  per  mil¬ 
liliter  (estimated). 

(ii)  Polymyxin  content  Proceed  as- 
directed  in  §436.105  of  this  chapter, 
preparing  the  sample  for  assay  as  fol¬ 
lows:  Remove  the  cap  and  plastic 
spray  tip  from  the  aerosol  can.  Attach 
a  10-inch  length  of  suitable  plastic 
tubing  over  the  nozzle  and  shake  the 
can  gently.  Place  the  free  end  of  the 
tubing  into  a  filter  funnel  having  a  sol¬ 
vent-resistant  membrane  of  1.0  mi¬ 
crometer  porosity,  hold  the  can  up¬ 
right,  and  depress  the  nozzle  until  the 
contents  are  completely  emptied  into 
the  funnel.  Elvaporate  any  residual 
propellant  by  allowing  it  to  stand  at 
room  temperature  for  V4  to  1  hour. 
Rinse  the  plastic  tubing  with  small 
portions  of  acetone  and  pour  the 
washings  into  the  fuimel.  Wash  the 
sample  with  five  20-milliliter  portions 
of  acetone  or  until  the  yellow  color 
has  disappeared.  Remove  the  filter 
and  soak  it  in  an  adequate  volume  of 
10  percent  potassium  phosphate 
buffer,  pH  6.0  (solution  6).  Quantita¬ 
tively  transfer  to  a  100-milliliter  volu¬ 
metric  flask  and  adjust  to  volume  with 
solution  6.  Further  dilute  an  aliquot 
with  solution  6  to  the  reference  con¬ 
centration  of  10  units  of  polymyxin  B 
per  milliliter  (estimated). 

(2)  Moisture.  Proceed  as  directed  in 
§  436.201  of  this  chapter. 

79.  By  revising  §446.581  to  read  as 
follows: 

§  446.581  Tetracycline  hydrochloride  oint¬ 
ment. 

(a)  Requirements  for  certification— 
(1)  Standards  of  identity,  strength., 
quality,  and  purity.  Tetracycline  hy- 
^ochloride  ointment  contains  tetracy¬ 
cline  hydrochloride  in  a  suitable  and 
harmless  ointment  base.  Each  gram 
contains  30  milligrams  of  tetracycline 
hydrochloride.  Its  potency  is  satisfac¬ 
tory  if  it  contains  not  less  than  90  per¬ 
cent  and  not  more  than  125  percent  of 
the  number  of  milligrams  of  tetracy¬ 
cline  hydrochloride  that  it  is  repre¬ 
sented  to  contain.  Its  moisture  content 
is  not  more  than  1  percent.  The  tetra¬ 
cycline  hydrochloride  used  conforms 
to  the  standards  prescribed  by 
§446.81(aKl),  except  safety,  and  4- 
epianhydrotetracycline  content. 

(2)  Labeling.  It  shall  be  labeled  in 
accordance  with  the  requirements  of 
§  432.5  of  this  chapter. 

(3)  Requests  for  certification;  sam¬ 
ples.  In  addition  to  complying  with  the 


requirements  of  §  431.1  of  this  chapter, 
each  such  request  shall  contain: 

(1)  Results  of  tests  and  assays  on: 

(a)  The  tetracycline  hydrochloride 
used  in  making  the  batch  for  potency, 
loss  on  drying,  pH,  absorptivity,  crys¬ 
tallinity,  and  identity. 

(b)  The  batch  for  potency  and  mois¬ 
ture. 

(ii)  Samples  required; 

(a)  The  tetracycline  hydrochloride 
used  in  making  the  batch;  10  packages, 
each  containing  approximately  300 
milligrams. 

(b)  The  batch;  A  minimum  of  six  im¬ 
mediate  containers. 

(b)  Tests  and  methods  of  assay— (1) 
Potency.  Proceed  as  directed  in 
§  436.106  of  this  chapter,  preparing  the 
sample  for  assay  as  follows:  Place  an 
accurately  weighed  representative  por¬ 
tion  of  the  sample  into  a  separatory 
funnel  containing  approximately  50 
milliliters  of  peroxide-free  ether. 
Shake  the  sample  and  ether  until  ho¬ 
mogeneous.  Add  20  to  25  milliliters  of 
0.17V  hydrochloric  acid  and  shake  well. 
Allow  the  layers  to  separate.  Remove 
the  acid  layer  and  repeat  the  extrac¬ 
tion  procedure  with  each  of  three 
more  20-  to  25-milliliter  quantities  of 
0.17V  hydrochloric  acid.  Combine  the 
acid  extractives  in  a  suitable  volumet¬ 
ric  flask  and  fill  to  volume  with  0.17V 
hydrochloric  acid  to  obtain  a  stock  so¬ 
lution  of  convenient  concentration 
containing'  not  less  than  150  micro¬ 
grams  of  tetracycline  hydrochloride 
per  milliliter  (estimated).  Further 
dilute  an  aliquot  of  the  stock  solution 
with  sterile  distilled  water  to  the  ref¬ 
erence  concentration  of  0.24  micro¬ 
gram  of  tetracycline  hydrochloride  per 
milliliter  (estimated). 

(2)  Moisture.  Proceed  as  directed  in 

§  436.201  of  this  chapter.  < 

§  446.581a  [Revoked] 

80.  By  revoking  §  446.581a  Tetracy¬ 
cline  hydrochloride-neomycin  spray 
ointment  topical 

§  446.581  b  [Revoked] 

81.  By  revoking  §  446.581b  Tetracy¬ 
cline  hydrochloride-neomycin  in  oil 
suspension. 

§446.610  [Revoked] 

82.  By  revoking  §  446.610  Chlortetra- 
cycline  suppositories  (.chlortetrxicy- 
cline  hydrochloride  suppositories);  te¬ 
tracycline  hydrochloride  suppositories. 

83.  By  revising  §446.667  to  read  as 
follows: 

§  446.667  Oxytetracycline  hydrochloride- 
polymyxin  B  sulfate  vaginal  tablets. 

(a)  Requirements  for  certification— 
(1)  Standards  of  identity,  strength, 
quality,  and  purity.  Oxytetracycline 
hydrochlorlde-polsunyxln  B  sulfate  va¬ 
ginal  tablets  are  tablets  composed  of 
oxytetracycline  hydrochloride  and  po¬ 
lymyxin  B  sulfate  with  one  or  more 
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suitable  diluents,  binders,  lubricants, 
and  preservatives.  Each  tablet  con¬ 
tains  oxytetracycline  hydrochloride 
equivalent  to  100  milligrams  of  oxyte¬ 
tracycline  and  polymyxin  B  sulfate 
equivalent  to  100,000  units  of  poly¬ 
myxin  B.  Its  oxytetracycline  content  is 
satisfactory  if  it  is  not  less  than  90 
percent  and  not  more  than  120  per¬ 
cent  of  the  number  of  milligrams  of 
oxytetracycline  that  it  is  represented 
to  contain.  Its  polymyxin  B  content  is 
satisfactory  if  it  is  not  less  than  90 
percent  and  not  more  than  120  per¬ 
cent  of  the  niunber  of  units  of  poly¬ 
myxin  B  that  it  is  represented  to  con¬ 
tain.  The  loss  on  drying  is  not  more 
than  3.0  percent.  The  oxytetracycline 
hydrochloride  used  conforms  to  the 
standards  prescribed  by  §  446.67(aKl), 
except  safety.  The  polymyxin  B  sul¬ 
fate  used  conforms  to  the  standards 
prescribed  by  §  448.30(a)(1)  of  this 
chapter  except  safety. 

(2)  Labeling.  It  shall  be  labeled  in 
accordance  with  the  requirements  of 
§  432.5  of  this  chapter. 

(3)  Requests  for  certification;  sam¬ 
ples.  In  addition  to  complying  with  the 
requirements  of  §  431.1  of  this  chapter, 
each  such  request  shall  contain: 

(i)  Results  of  tests  and  assays  on; 

(a)  The  oxytetracycline  hydrochlo¬ 
ride  used  in  making  the  batch  for  po¬ 
tency,  loss  on  drying,  pH,  absorptivity, 
identity,  and  crystallinity. 

(b)  The  polymyxin  B  sulfate  used  in 
making  the  batch  for  potency,  loss  on 
drying,  pH,  residue  on  ignition,  and 
identity. 

(c)  The  batch  for  oxytetracycline 
content,  polymyxin  B  content,  and 
loss  on  drying. 

(ii)  Samples  required: 

(a)  The  oxytetracycline  hydrochlo¬ 
ride  used  in  making  the  batch:  10 
packages,  each  containing  approxi¬ 
mately  300  milligrams. 

(b)  The  polsrmyxin  B  sulfate  used  in 
making  the  batch;  10  packages,  each 
containing  approximately  300  milli¬ 
grams. 

(c)  The  batch:  A  minimum  of  30  tab¬ 
lets. 

(b)  Tests  and  methods  of  assay— (1) 
Potency— (i)  Oxytetracycline  content 
Proceed  as  directed  in  §  436.106  of  this 
chapter,  preparing  the  sample  for 
assay  as  follows:  Place  a  representative 
number  of  tablets  into  a  high-speed 
glass  blender  Jar  containing  sufficient 
0.17V  hydrochloric  acid  to  obtain  a 
stock  solution  of  convenient  concen¬ 
tration  containing  not  less  than  150 
micrograms  of  oxytetracycline  per  mil¬ 
liliter  (estimated).  Blend  for  3  to  5 
minutes.  Remove  an  aliquot  of  the 
stock  solution  and  further  dilute  with 
sterile  distilled  water  to  the  reference 
concentration  of  0.24  microgram  of  ox¬ 
ytetracycline  per  milliliter  (estimated). 

(ii)  Polymyxin  B  content  Proceed  as 
direrted  in  §436.105  of  this  chapter, 
preparing  the  sample  fm*  assay  as  fol¬ 


lows;  Grind  a  representative  number 
of  tablets  into  a  fine  powder  and  place 
this  powder,  accurately  weighed,  into 
a  filter  funnel  with  a  solvent-resistant 
membrane  filter  of  1.0  micrometer  po¬ 
rosity.  Wash  the  powder  with  five  20- 
milliliter  portions  of  acetone  or  imtil 
the  yellow  color  has  disappeared. 
Remove  the  filter  and  soak  in  400  mil¬ 
liliters  of  10  percent  potassivun  phos¬ 
phate  buffer.  pH  6.0  (solution  6),  and 
blend.  Quantitatively  transfer  to  a 
500-milliliter  volumetric  flask  and 
adjust  to  volume  with  solution  6.  Fur¬ 
ther  dilute  an  aliquot  with  solution  6 
to  the  reference  concentration  of  10 
units  of  polymyxin  B  per  milliliter  (es¬ 
timated). 

(2)  Loss  on  drying.  Proceed  as  direct¬ 
ed  in  §  436.200(b)  of  this  chapter. 

§446.710  [Revoked] 

84.  By  revoking  §446.710  Chlortetra- 
cycline  suppositories  ichlortetracy- 
cline  hydrochloride  suppositories);  te¬ 
tracycline  hydrochloride  suppositories. 

§  446.910  [Revoked] 

85.  By  revoking  §  446.910  Chlortetra- 
cycline  hydrochloride  impregnated 
surgical  silk. 

Effective  date.  This  amedment  shall 
become  effective  April  17,  1978,  except 
that  the  effective  date  for  minor  no¬ 
menclature  changes  involving  §  446.66, 
446.150b.  446.166,  446.180c.  446.180d, 
446.265,  446.281b,  and  446.282  shall  be 
effective  September  13,  1978.  Any 
preparation  under  this  order  that  is  la¬ 
beled  after  September  13,  1978,  and 
does  not  bear  the  appropriate  revised 
name  is  misbranded. 

(Sec.  507,  59  Stat.  463  as  amended  (21  U.S.C. 
357).) 

Dated:  March  10. 1978. 

William  F.  RAimoLPH, 
Acting  Associate  Commissioner 
for  Compliance. 

[FR  Doc.  78-6770  Filed  3-16-78;  8:45  am] 


[4110  03] 

CYANAMID  AGRICULTURAL  de 
PUERTO  RICO,  INC.;  CHANGE  OF 
SPONSOR  NAME 

AGENCY:  Food  and  Drug  Administra¬ 
tion. 

ACTION:  Final  rule. 

SUMMARY:  The  animal  drug  regula¬ 
tions  are  amended  to  reflect  approval 
of  nine  supplemental  new  animal  drug 
applications  (NADA’s)  providing  that 
the  sponsor  for  certain  levamisole-con- 
taining  products  be  changed  from 
American  Cyanamid  Co.  to  Cyanamid 
Agricultural  de  Puerto  Rico,  Inc. 

EFFECTIVE  DATE;  March  17, 1978. 

FOR  FURTHER  INFORMATION 
CONTACT; 


William  D.  Price,  Bureau  of  Veteri¬ 
nary  Medicine  (HFV-123),  Pood  and 
Drug  Administration,  Department  of 
Health.  Education,  and  Welfare, 
5600  Fishers  Lane.  Rockville,  Md. 
20857,  301-443-3442. 

SUPPLEMENT7LRY  INFORMATION; 
American  Cyanamid  Co.,  P.O.  Box  400, 
Princeton,  N.J.  08540,  filed  nine  sup¬ 
plemental  NADA’s  providing  for  a 
change  of  sponsor.  The  NADA’s  af¬ 
fected  are  as  follows: 

NADA  number  and  drug  name  and  form 

39-356V  Levamisole  hydrochloride  oblets 
39-357V  Levamisole  hydrochloride  powder 
(for  oral  use) 

42-740V  Levamisole  hydrochloride  powder 
(for  oral  use) 

42-837V  Levamisole  hydrochloride  oblets 

44- 015V  Levamisole  hydrochloride  medicat¬ 
ed  premix 

45- 455V  Levamisole  hydrochloride  medicat¬ 
ed  premix 

45-513V  Levamisole  hydrochloride  soluble 
powder  (for  drinking  water) 

49-553V  Levamisole  phosphate  injectable 
solution 

93-688V  Levamisole  hydrochloride-pipera¬ 
zine  dihydrochloride  solution  (for  oral 
use) 

These  amendments  reflect  approval 
of  supplemental  NADA’s  which  pro¬ 
vide  for  the  intracorporate  transfer  of 
NADA’s  from  American  Cyanamid  Co., 
to  Cyanamid  Agricultural  de  Puerto 
Rico,  Inc.  This  action  does  not  require 
a  reevaluation  of  the  NADA’s  nor  does 
it  constitute  a  reaffirmation  of  safety 
and  effectiveness.  In  addition,  ap¬ 
proval  does  not  involve  changes  in  per¬ 
sonnel  or  in  manufacturing  facilities. 

Therefore,  under  the  Federal  Pood, 
Drug,  and  Cosmetic  Act  (sec.  512(i),  82 
Stat.  347  (21  U.S.C.  360b(i)))  and 
under  authority  delegated  to  the  Com¬ 
missioner  of  Food  and  Drugs  (21  CFR 
5.1),  the  animal  drug  regulations  are 
amended  as  follows; 

PART  510— NEW  ANIMAL  DRUGS 

1.  In  Part  510,  §  510.600  is  amended 
by  adding  a  new  sponsor  alphabetical¬ 
ly  to  paragraph  (c)(1)  and  numerically 
to  paragraph  (cK2)  to  read  as  follows: 

§  510.600  Names,  addresses,  and  code 
numbers  of  sponsors  of  approved  appli¬ 
cations. 

•  •  •  *  • 

(c)  •  •  * 

(!)••• 

Firm  name  and  address: 

Drug  listing  No. 


Cyanamid  Agricultural  de  Puerto  Rico, 
Inc..  P.O.  Box  243,  ManaU,  P.R.  00701; 
043781. 

♦  •  •  •  • 

(2)  *  •  • 
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Drug  listing  No. 

Firm  name  and  address 


043781— Cyanamid  Agricultural  de  Puerto 
Rico,  Inc..  P.O.  Box  243.  Manati.  P.R.  00701. 


PART  520— ORAL  DOSAGE  FORM 
NEW  ANIMAL  DRUGS  NOT  SUB¬ 
JECT  TO  CERTIFICATION 

2.  In  Part  520: 

a.  Section  520.1242a  is  amended  in 
paragraph  (c)(1)  by  deleting  the  spon¬ 
sor  number  010042  and  inserting  in  its 
place  the  number  043781,  to  read  as 
follows: 

§  520.1242a  Levamisole  hydrochloride 
drench  and  drinking  water. 

•  •  •  •  • 

(c)  *  •  • 

(1)  See  No.  043781  in  §  510.600(c)  of 
this  chapter  for  conditions  of  use 
provided  for  in  paragraph  (f)  of  this 
section. 

•  •  •  •  • 

b.  Section  520.1242b  is  amended  in 
paragraph  (cKl)  by  deleting  the  spon¬ 
sor  number  010042  and  inserting  in  its 
place  the  number  043781,.  to  read  as 
follows: 

§  520.1242b  Levamisole  hydrochloride 
tablet  or  oblet  (bolus). 

•  •  •  •  • 

(c)  •  •  • 

(1)  See  No.  043781  in  §510.600(0  of 
this  chapter  for  conditions  of  use  pro¬ 
vided  for  in  paragraph  (f)  of  this  sec¬ 
tion  and  §  520.1242a(f). 

A  •  •  #  « 

c.  Section  520.1242c  is  amended  in 
paragraph  (b)  by  deleting  the  sponsor 
number  010042  and  inserting  in  its 
place  the  number  043781.  to  read  as 
follows: 

§  520.1242c  Levamisole  hydrochloride  pi- 
l>erazine  dihydrochloride. 

•  •  •  •  * 

(b)  Sponsor.  See  No.  043781  in 
§  510.600(c)  of  this  chapter. 

•  •  «  •  A 


PART  522— IMPLANTATION  OR  IN¬ 
JECTABLE  DOSAGE  FORM  NEW 
ANIMAL  DRUGS  NOT  SUBJECT  TO 
CERTIFICATION 

3.  In  part  522: 


Section  522.1244  is  amended  in  para¬ 
graph  (b)  by  deleting  the  sponsor 
number  010042  and  inserting  in  its 
place  the  number  043781,  to  read  as 
follows: 

§  522.1244  Levamisole  phosphate  injec¬ 
tion. 

•  •  •  •  • 

(b)  Sponsor.  See  No.  043781  in 
§  510.600(c)  o'f  this  chapter. 

•  •  •  •  A 


PART  558— NEW  ANIMAL  DRUGS 
FOR  USE  IN  ANIMAL  FEEDS 

4.  In  part  558:  . 

Section  558.315  is  amended  in  para¬ 
graph  (c)  by  deleting  the  sponsor 
number  010042  and  inserting  in  its 
place  the  number  043781,  to  read  as 
follows: 

§  558.315  Levamisole  hydrochloride 

(equivalent). 

•  •  •  •  • 

(c)  Approvals.  Premix  level  227 
grams  per  pound  granted  to  No. 
043781  in  §  510.600(c)  of  this  chapter. 

Effective  date:  March  17,  1978. 

(Sec.  512(1),  82  Stat.  347  (21  U.S.C.  360b(i)).) 
Dated:  March  10, 1978. 

Fred  J.  Kingma, 
Acting  Director,  Bureau  of 
Veterinary  Medicine. 
[PR  Doc.  78-6766  Filed  3-16-78;  8:45  am) 


[4110-03] 

PART  524— OPHTHALMIC  AND  TOPI¬ 
CAL  DOSAGE  FORM  NEW  ANIMAL 
DRUGS  NOT  SUBJECT  TO  CERTIFI¬ 
CATION 

Neomycin-Sulfacetamide  Ophthalmic 
Ointment 

AGENCY:  Food  and  Drug  Administra¬ 
tion. 

ACTION:  Final  rule. 

SUMMARY:  The  animal  drug  regula¬ 
tions  are  amended  to  reflect  approval 
of  a  new  animal  drug  application 
(NADA)  filed  by  Byk-Gulden,  Inc., 
providing  for  safe  and  effective  use  of 
a  combination  drug  for  treating  cer¬ 
tain  eye  conditions  inrats  and  dogs. 

EFFECrriVE  DATE:  March  17,  1978. 

FOR  “^RTHER  INFORMATION 
CONTACrr: 

Henry  C.  Hewitt,  Bureau  of  Veteri¬ 
nary  Medicine  (HFV-112),  Food  and 
Drug  Administration,  Department  of 
Health,  Education,  and  Welfare. 


5600  Fishers  Lane.  Rockville.  Md. 

20857,  301-443-3430. 

SUPPLEMENTARY  INFORMATION: 
Byk-Gulden,  Inc.,  Cantiague  Rock 
Road,  P.O.  Box  730,  Hicksville,  N.Y. 
11802,  filed  an  NADA  (47-091V)  pro¬ 
viding  for  safe  and  effective  use  of 
neomycin  sulfate-sulfacetamide  .  so¬ 
dium  ophthalmic  ointment  in  the  pro¬ 
phylaxis  and  local  treatment  of  dogs 
and  cats  for  superficial  eye  infections 
caused  by  organisms  sensitive  to  neo¬ 
mycin  or  sulfacetamide. 

In  accordance  with  the  freedom  of 
information  regulations  and 
§  514.11(eK2Kii)  of  the  animal  drug 
regulations,  a  summary  of  safety  and 
effectiveness  data  and  information 
submitted  to  support  approval  of  this 
application  is  released  publicly.  The 
summary  is  available  for  public  exami¬ 
nation  at  the  office  of  the  Hearing 
Clerk  (HPC-20),  Room  4-65,  5600 
Fishers  Lane,  Rockville,  Md.  20857, 
Monday  through  Friday,  from  9  a.m. 
to  4  p.m.,  except  on  Federal  holidays. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (sec.  512(i)  82 
Stat.  347  (21  U.S.C.  360b(i)))  and 
under  authority  delegated  to  the  Com¬ 
missioner  of  Food  and  Drugs  (21  CFR 
5.1),  part  524  is  amended  by  adding 
new  §  524.1484],  to  read  as  follows: 

§  524.1484j  Neomycin  sulfate-sulfaceta¬ 
mide  sodium  ophthalmic  ointment. 

(a)  Specifications.  Each  gram  of 
ointment  contains  0.5  percent  neomy¬ 
cin  sulfate  (equivalent  to  3.5  milli¬ 
grams  per  gram  of  neomycin  base)  and 
10  percent  sulfacetamide  sodium. 

(b) *  Sponsor.  See  No.  025463  in 
§  510.600(c)  of  this  chapter. 

(c)  Conditions  of  use— (1)  Amount 
Apply  four  times  daily  to  the  inner 
lower  eyelid. 

(2)  Indications  for  use.  For  use  in 
the  prophylaxis  and  local  treatment  of 
dogs  and  cats  for  superficial  eye  infec¬ 
tions  caused  by  commonly  occurring 
gram-negative  and  gram-positive  bac¬ 
teria  such  as  staphylococci,  strepto¬ 
cocci.  and  moraxella. 

(3)  Limitations.  When  infection  is 
suspected  as  being  the  <^use  of  the 
disease  process,  particularly  in  puru¬ 
lent  or  catarrhal  conjunctivitis,  at¬ 
tempts  should  be  made  to  determine 
what  effective  antibiotic  should  be 
used  by  sensitivity  tests  prior  to  apply¬ 
ing  ophthalmic  preparations.  Federal 
law  restricts  this  drug  to  use  by  or  on 
the  order  of  a  licensed  veterinarian. 

Effective  date:  March  17,  1978. 

(Sec.  512(i),  82  SUt.  347  (21  U.S.C.  360b(i)).) 

Dated;  March  10,  1978. 

Fred  J.  Kiroma, 
Acting  Director,  Bureau  of 
Veterinary  Medicine. 

[PR  Doc.  78-6767  FUed  3-16-76:  8:45  am] 
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SUSCHAPTEIt  E— ANIMAL  DRUGS,  FEEDS,  AND 
RELATED  PRODUaS 

PART  520— ORAL  DOSAGE  FORM 
NEW  ANIMAL  DRUGS  NOT  SUB¬ 
JECT  TO  CERTIFICATION 

Furosemide  Syrup 

AGENCY:  Food  and  Drug  Administra¬ 
tion. 

ACTION:  Pinal  Rule. 

SUIAMARY:  This  is  an  amendment  to 
the  regulations  to  reflect  approval  of  a 
new  animal  drug  application  (NADA) 
filed  by  Hoechst-Roussel  Pharmaceu¬ 
ticals,  Inc.,  providing  for  use  of  furose- 
mide  syrup  in  the  treatment  of  certain 
edematous  conditions  in  dogs. 

EFFECTIVE  DATE:  March  17,  1978. 

FOR  FURTHER  INFORMATION 
CONTACT: 

Henry  C.  Hewitt,  Bureau  of  Veteri¬ 
nary  Medicine  (HFV-112),  Food  and 
Drug  Administration,  Department  of 
Health,  Education,  and  Welfare, 
5600  Fishers  Lane,  Rockville,  Md. 
20857,  301-443-3430. 

SUPPLEMENTARY  INFORMATION: 
Hoechst-Roussel  Pharmaceuticals, 
Inc.,  Rt.  202-206,  Somerville,  N.J. 
08876,  filed  an  NADA  (102-380V)  pro¬ 
viding  for  oral  use  of  furosemide  syrup 
in  the  treatment  of  edema  (pulmonary 
congestion,  ascites)  associated  with 
cardiac  insufficiency  and  acute  nonin¬ 
flammatory  tissue  edema  in  dogs. 

Under  the  freedom  of  information 
regulations  and  §  514.11(eK2)(ii)  (21 
CFR  514.11(eK2Xii))  of  the  animal 
drug  regulations,  a  summary  of  safety 
and  effectiveness  data  and  informa¬ 
tion  submitted  to  support  approval  of 
this  application  is  released  publicly. 
The  summary  is  available  for  public 
examination  at  the  office  of  the  Hear¬ 
ing  Clerk  (HFC-20),  Rm.  4-65,  Pood 
and  Drug  Administration,  5600  Fishers 
Lane,  Rockville,  Md.  20857,  from  9 

a.m.  to  4  p.m.,  Monday  through 
Friday. 

Therefore,  under  the  Federal  Pood, 
Drug,  and  Cosmetic  Act  (sec.  512(i),  82 
Stat.  347  (21  U.S.C.  360b(l))),  and 
under  authority  delegated  to  the  Com¬ 
missioner  of  Pood  and  Drugs  (21  CFR 
5.1),  Part  520  is  amended  by  adding 
new  §  520.1010c  to  read  as  follows: 

§  526.1010c  Furosemide  syrup. 

(a)  Specifications.  Each  milliliter  of 
syrup  contains  10  milligrams  of  furose¬ 
mide. 

(b)  Sponsor.  See  No.  000039  in 
§  510.600(c)  of  this  chapter. 

(c)  Conditions  o/use—il)  Amount  1 
to  2  milliliters  orally  (10  to  20  milli¬ 
grams)  per  10  pounds  of  body  weight 
(approximately  2.5  to  5  milligrams  per 
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kilogram),  once  or  twice  daily,  with  a 
6-  to  8-hour  interval  between  succes¬ 
sive  daily  doses. 

(2)  Indications  for  use.  It  is  used  in 
dogs  for  the  treatment  of  edema  (pul¬ 
monary  congestion,  ascites)  associated 
with  cardiac  insufficiency  and  acute 
noninflammatory  tissue  edema. 

(3)  Limitations.  The  dosage  should 
be  adjusted  to  the  animal’s  response. 
In  severe  edematous  or  refractory 
cases,  the  dosage  may  be  doubled  or 
increased  by  increments  of  1  milligram 
per  pound  of  body  weight  to  establish 
the  effective  dose.  This  dose  should  be 
administered  once  or  twice  daily  on  an 
intermittent  schedule.  Diuretic  ther¬ 
apy  should  be  discontinued  after  re¬ 
duction  of  edema  or,  when  necessary, 
maintained  after  determining  a  pro¬ 
grammed  dosage  schedule  to  prevent 
recurrence.  If  given  in  excessive 
amoimts  or  over  extended  periods  of 
time,  the  drug  may  result  in  dehydra¬ 
tion  and/or  electrolyte  imbalance. 
Federal  law  restricts  this  drug  to  use 
by  or  on  the  order  of  a  licensed  veter¬ 
inarian. 

Effective  date:  March  17, 1978. 

(Sec.  512(i),  82  Stat.  347  (21  U.S.C.  360b(l)).) 

Dated:  March  10,  1978. 

Fred  J.  Kingma, 
Acting  Director,  Bureau  of 
Veterinary  Medicine. 

[PR  Doc.  78-6769  Filed  3-16-78;  8:45  am) 


[4110-03] 

SUBCHAPTER  E— ANIMAL  DRUGS,  FEEDS,  AND 
RELATED  PRODUCTS 

[Docket  No.  78N-0016] 

PART  539^BULK  ANTIBIOTIC  DRUGS 
SUBJECT  TO  CERTIFICATION 

PART  546— TETRACYCLINE  ANTIBIOT¬ 
IC  DRUGS  FOR  ANIMAL  USE 

Conforming  Amendments 

AGENCY;  Food  and  Drug  Administra¬ 
tion. 

ACTION:  Final  rule. 

SUMMARY:  This  document  amends 
provisions  for  certification  of  animal- 
use  tetracycline  drug  products  to  con¬ 
form  with  amendments  to  provisions 
for  human-use  tetracycline  drug  prod¬ 
ucts.  The  human-use  amendment^  are 
published  elsewhere  in  this  issue  of 
the  Federal  Register,  under  FDA 
Docket  No.  76N-0167. 

EFFECTIVE  DATE;  April  17,  1978. 

FOR  FURTHER  INFORMATION 
CONTACT; 

Frank  Pugllese,  Bureau  of  Veteri¬ 
nary  Medicine  (HFV-234),  Food  and 
Drug  Administration.  Department  of 
Health,  Education,  and  Welfare. 
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5600  Fishers  Lane.  Rockville.  Md. 

20857,  301-443-3460. 

SUPPLEMENTARY  INFORMA’nON: 
These  amendments  are  nonsubstan¬ 
tive,  and  they  do  not  affect  currently 
approved  new  animal  drug  applica¬ 
tions  (NADA’s)  or  requirements  for 
certification  of  the  named  antibiotic 
drug  products. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (sec.  512,  82 
Stat.  343-351  (21  U.S.C.  360b))  and 
under  authority  delegated  to  the  Com¬ 
missioner  (21  CFR  5.1),  Parts  539  and 
546  are  amended  as  follows: 

1.  Part  539  is  amended: 

§  539.210a  [Amended] 

a.  In  §  539.210a  Chlortetracycline,  by 
amending  paragraph  (b)(2)  by  deleting 
the  reference  to  "§  440.80a(b)(4)”  and 
substituting  therefor  "§  436.33”,  by 
amending  paragraph  (b)(3)  by  deleting 
the  reference  to  "§  440.74a(b)(5)”  and 
substituting  therefor  ”§  436.20(e)(2)” 
and  by  amending  paragraph  (b)(4)  by 
deleting  the  reference  to 
"§  440.80a(b)(5)(ii)”  and  substituting 
therefor  ‘‘§  436.202”. 

§  539.210b  [Amended] 

b.  In  §  539.210b  Chlortetracycline  hi- 
sulfate,  paragraph  (b)(1)  is  amended 
by  deleting-  the  phrase  “,  except 
§ 446.10a(b)(l)(ix)  of  this  chapter.”; 
paragraph  (b)(2)  is  amended  by  delet¬ 
ing  the  reference  to  ‘‘§440.80a(b)(4)” 
and  substituting  therefor  ”§436.33”; 
paragraph  (b)(3)  is  amended  by  delet¬ 
ing  the  reference  to 
“§  440.80a(b)(5)(i)”  and  substituting 
therefor  “§  436.200(b)”;  and  paragraph 
(b)(7)  is  amended  by  deleting  the  ref¬ 
erence  to  “§  440.80a(b)(5)(iii)”  and  sub¬ 
stituting  therefor  “§  436.203(a)”. 

c.  By  adding  new  §  539.210c,  to  read 
as  follows: 

§  539.210c  Chlortetracycline  hydrochlo¬ 
ride. 

(a)  Requirements  for  certification.. 
The  requirements  for  certification  of 
chlortetracycline  hydrochloride  are 
described  in  §446.10  of  this  chapter, 
except  if  it  is  intended  for  use  solely  in 
the  manufacture  of  an  animal  drug  for 
nonparenteral  use  its  potency  is  not 
less  than  820  micrograms  per  milli¬ 
gram. 

(b)  Tests  and  methods  of  assay.  The 
tests  and  methods  of  assay  for  chlorte¬ 
tracycline  are  described  in  §440.10  of 
this  chapter. 

2.  Part  546  is  amended. 

§  546.110a  [Amended] 

a.  In  §  546.110a  Crude  chlortetracy¬ 
cline,  by  amending  paragraph  (bKl) 
by  revising  the  third  sentence  therein 
to  read:  “Using  an  aliquot  of  the 
liquid,  make  the  proper  estimated  di¬ 
lutions  in  sterile  distilled  water,  shake 
well  and  proceed  as  directed  in 
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$436,106":  and  by  amending  para¬ 
graph  (b)(2)  by  deleting  reference  to 
“$  440.80a(bK5Ki)"  and  substituting 
therefor  "§  436.200(b)”. 

$546.1 10b  [Amended] 

b.  In  $  546.110b  Chlortetmcycline 
seed,  by  amending  paragraph  (aKl)  by 
deleting  the  phrase  "§  436.10a(aKl)  of 
this  chapter,  except  paragraph 
(aKlKii),  (iv)  and  (v)  of  that  section, 
or  to  the  requirements  prescribed  by 
$  446.510b(aKl)”  and  substituting 
therefor  "$  446.10(a)(1)  of  this  chap¬ 
ter,  or  to  the  requirements  prescribed 
by  $  546.110c(aKl)";  by  amending 
paragraph  (bKl)  by  revising  the  third 
sentence  to  read.  "Using  an  aliquot  of 
the  liquid  make  the  proper  estimated 
dilutions  in  sterile  distilled  water, 
shake  well,  and  proceed  as  directed  in 
$  436.106";  and  by  amending  para¬ 
graph  (b)(2)  by  deleting  reference  to 
“S  440.80a(bK5Ki)"  and  substituting 
therefor  "$  436.200(b)”. 

c.  By  revising  $  546.110c(a)  and  (b)  to 
read  as  follows: 

$  546.110c  Chlortetracycline  powder 

(chlor-  tetracycline  hydrochloride  pow¬ 
der). 

(a)  Requirements  for  certification.— 

(1)  Standards  of  identity,  strength, 
quality,  and  purity.  C^ortetracycline 
powder,  (chlortetracycline  hydrochlo¬ 
ride  powder),  tetracycline  hydrochlo¬ 
ride  powder,  and  tetracycline  powder 
are  crystalline  chlortetracycline  hy¬ 
drochloride,  tetracycline  hydrochlo¬ 
ride,  or  tetracycline,  with  or  without 
glucosamine  hydrochloride  and  with 
or  without  suitable  and  harmless 
buffer  substances,  preservatives,  di¬ 
luents.  colorings,  and  flavorings.  It 
may  contain  one  or  more  suitable  and 
harmless  vitamin  substances.  The  con¬ 
tent  of  chlortetracycline  or  tetracy¬ 
cline  hydrochloride  or  tetracycline  is 
not  less  than  15  milligrams  per  gram 
of  powder.  The  moisture  content  of 
chlortetracycline  powder  or  tetracy¬ 
cline  hydrochloride  powder  is  not 
more  than  2  percent.  The  moisture 
content  of  tetracycline  powder  is  not 
more  than  7.5  percent.  TTie  chlortetra¬ 
cycline  used  conforms  to  the  require¬ 
ments  of  §446.1(KaKl)  of  this  chapter. 
The  tetracycline  hydrochloride  used 
conforms  to  the  requirements  of 
$446.81(aKl)  of  this  chapter.  The  te¬ 
tracycline  used  conforms  to  the  re¬ 
quirements  of  $446.8(KaKl)  of  this 
chapter.  Each  other  substance  used,  if 
its  name  is  recognized  in  the  U.S.P.  or 
N.F.,  conforms  to  the  standards  pre¬ 
scribed  therefor  by  such  official  com¬ 
pendium. 

(2)  Packaging.  It  is  packaged  for  dis¬ 
pensing  and  intended  solely  for  veteri¬ 
nary  use:  In  all  cases  the  immediate 
container  shall  be  a  tight  container  as 
defined  by  the  UB.P.  The  composition 
of  the  immediate  ccmtainer  shall  be 
such  as  will  not  cause  any  change  in 


the  strength,  quality,  or  purity  of  the 
contents  beyond  any  limits  therefor  in 
applicable  standards,  except  that 
minor  changes  so  caused  which  are 
normal  and  unavoidable  in  good  pack¬ 
aging,  storage,  and  distribution  prac¬ 
tice  shall  be  disregarded.  Its  label  and 
labeling  shall  comply  with  all  the  re¬ 
quirements  prescribed  by  paragrraph 
(a)(3)  of  this  section,  except  that  in 
lieu  of  the  statement  "Caution:  Feder¬ 
al  law  prohibits  dispensing  without 
prescription”,  each  package  shall  in¬ 
clude  information  containing  direc¬ 
tions  and  warnings  adequate  for  the 
veterinary  use  of  the  drugs  by  the 
laity. 

(3)  Labeling.  In  addition  to  the  label¬ 
ing  requirements  prescribed  by 
$201,105  of  this  chapter  (regulations 
issued  under  section  502(f)  of  the  act), 
each  package  shall  bear  on  the  outside 
wrapper  or  container  and  the  immedi¬ 
ate  container,  as  hereinafter  indicated, 
the  following: 

(i)  The  statement  "Expiration 

date - ”,  the  blank  being  filled  in 

with  the  date  that  is  60  months  after 
the  month  during  which  the  batch 
was  certified  it  is  chlortetracycline  hy¬ 
drochloride  powder;  or  if  it  is  tetracy¬ 
cline  hydrochloride  powder  or  tetracy¬ 
cline  powder  the  blank  is  filled  in  with 
the  date  that  is  24  months  after  the 
month  during  which  the  batch  was 
certified,  except  that  the  blank  may 
be  filled  in  with  the  date  that  is  36 
months,  48  months,  or  60  months 
after  the  month  during  which  the 
batch  was  certified  if  the  person  who 
requests  certification  has  submitted  to 
the  Commissioner  results  of  tests  and 
assays  showing  that  after  having  been 
stored  for  such  period  of  time  such 
drug  as  prepared  by  him  complies  with 
the  standards  prescribed  by  paragraph 
(a)(1)  of  this  section. 

(ii)  If  it  contains,  in  addition  to 
chlortetracycline  hydrochloride,  tetra¬ 
cycline  hydrochloride,  or  tetracycline, 
one  or  more  of  the  other  active  ingre¬ 
dients  specified  in  paragraph  (a)(1)  of 
this  section  after  the  name  "chlorte¬ 
tracycline  powder”,  "tetracycline  hy¬ 
drochloride  powder”,  or  "tetracycline 
powder”,  wherever  such  name  appears 

the  words  "with -  (the  blank 

being  filled  in  with  the  established 
name  of  each  other  such  ingredient)”, 
in  juxtaposition  with  such  name.  If  it 
is  intended  for  use  in  animals  raised 
for  food  production,  it  shall  also  be  la¬ 
beled  in  accordance  with  the  require¬ 
ments  of  paragraph  (c)  of  this  section. 

(4)  Request  for  certification;  sam¬ 
ples.  (i)  In  addition  to  complyitig  with 
the  requirements  of  $514.50  of  this 
chapter,  a  person  who  requests  certifi¬ 
cation  of  a  batch  shall  submit  with  his 
request  a  statement  showing  the  batch 
mark,  the  number  of  packages  of  each 
size  in  such  batch,  the  batch  mark  and 
(unless  it  was  previously  submitted) 
the  date  on  which  the  latest  assay  of 


the  chlortetracycline,  tetracycline  hy¬ 
drochloride  or  tetracycline  used  in 
making  such  batch  was  completed,  the 
number  of  milligrams  in  each  immedi¬ 
ate  container,  the  quantity  of  each  in¬ 
gredient  used  in  making  the  batch,  the 
date  on  which  the  latest  assay  of  the 
drug  constituting  such  batch  was  com¬ 
pleted,  and  a  statement  that  each  in¬ 
gredient  used  in  making  the  batch 
conforms  to  the  requirements  pre¬ 
scribed  therefor,  if  any,  by  this  sec¬ 
tion. 

(ii)  Except  as  otherwise  provided  in 
paragraph  (a)(4)(iv)  of  this  section, 
such  person  shall  submit  in  connection 
with  his  request,  results  of  the  tests 
and  assays  listed  after  each  of  the  fol¬ 
lowing.  made  by  him  on  an  accurately 
representative  sample  of: 

(а)  The  batch;  potency  and  mois¬ 
ture. 

(б)  The  chlortetracycline,  tetracy¬ 
cline  hydrochloride,  or  tetracycline 
used  in  making  the  batch;  potency, 
toxicity,  moisture,  pH,  and  crystallin¬ 
ity.  and  absorptivity  if  it  is  tetracy¬ 
cline  hydrochloride  or  tetracycline. 

(ill)  Except  as  otherwise  provided  by 
paragraph  (aK4)(iv)  of  this  section, 
such  person  shall  submit  in  connection 
with  his  request,  in  the  quantities  her¬ 
einafter  indicated,  accurately  repre¬ 
sentative  samples  of  the  following: 

(а)  The  batch:  one  immediate  con¬ 
tainer  for  each  5,000  containers  in  the 
batch,  but  in  no  case  less  than  5  imme¬ 
diate  containers,  unless  each  such  con¬ 
tainer  is  packaged  to  contain  more 
than  10  grams,  in  which  case  the 
sample  shall  consist  of  1.0  gram  for 
each  5,000  immediate  containers  in  the 
batch,  but  in  no  case  less  than  five  1.0- 
gram  portions:  except  if  it  is  intended 
for  use  as  an  ingredient  in  the  drink¬ 
ing  water  of  animals  each  portion  in 
the  sample  submitted  shall  consist  of  1 
ounce  in  lieu  of  1.0  gram.  Such  sample 
shall  be  collected  by  taking  single  im¬ 
mediate  containers.  1.0-gram  portions, 
or  1 -ounce  portions  at  such  intervals 
throughout  the  entire  time  the  con¬ 
tainers  are  being  filled  so  that  the 
quantities  filled  during  the  intervals 
are  approximately  equal. 

(б)  The  chlortetracycline,  tetracy¬ 
cline  hydr<x;hloride,  or  tetracycline 
used  in  making  the  batch:  10  packages, 
each  containing  approximately  equal 
portions  of  not  less  than  60  milli¬ 
grams.  packaged  in  accordance  with 
the  requirements  of  $510.55  of  this 
chapter. 

(c)  In  case  of  an  initial  request  for 
certification,  each  other  ingredient 
used  in  making  the  batch:  one  package 
of  each  containing  approximately  5 
grams. 

(Iv)  No  result  referred  to  in  para¬ 
graph  (aK4)(iiK&)  of  this  section,  and 
no  sample  referred  to  in  paragraph 
(aK4KiiiK&)  of  this  section,  is  required 
if  such  result  or  samite  has  been  pre¬ 
viously  submitted. 
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(b)  Tests  and  methods  of  assay.— (1) 
Potency.  Using  a  3.0-grani  sample  or 
the  entire  contents  of  the  immediate 
container  for  each  determination,  pro- 
c.eed  as  directed  in  $  446.10(b)(1)  of 
this  chapter  if  it  is  chlortetracycline 
powder.  If  it  is  tetracycline  powder, 
blend  a  3.0-gram  sample  as  directed  in 
§446.181d(b)(l)  of  this  chapter,  or  re¬ 
constitute  in  the  immediate  container 
as  directed  in  the  labeiing  of  the  drug. 
Transfer  an  appropriate  aliquot  of  1.0 
milliliter  to  5.0  milliliters  to  a  100-mil- 
llliter  volumetric  flask  and  make  to 
mark  with  0.1.AA  HCl.  Withdraw  an  ali¬ 
quot  from  the  volumetric  flask  and 
dilute  to  0.24  microgram  per  milliliter, 
using  sterile  distilled  water  and  pro¬ 
ceed  as  directed  in  §446.81(bMl)  of 
this  chapter.  The  average  potency  of 
the  powder  is  satisfactory  if  it  con¬ 
tains  not  less  than  85  percent  of  the 
number  of  milligrams  of  chlortetracy¬ 
cline  or  tetracycline  hydrochloride  or 
tetracycline  per  gram  or  per  immedi¬ 
ate  container  that  it  is  represented  to 
contain. 

(2)  Moisture.  Proceed  as  directed  in 
§  436.200(b)  of  this  chapter. 

•  •  •  •  • 

d.  In  §546.110d,  paragraph  (a)(1)  is 
revised,  paragraphs  (a)  (3),  (4),  and  (5) 
are  added,  and  paragraph  (b)  is  revised 
to  read  as  follows: 

§546.110d  Chlortetracycline  hydrochloride 
tablets. 

(a)  Requirements  for  certification. 
(1)  Chlortetracycline  hydrochloride 
tablets,  tetracycline  hydrochloride 
tablets,  and  tetracycline  tablets  are 
tablets  composed  of  crystalline  chlor¬ 
tetracycline  hydrochloride,  tetracy¬ 
cline  hydrochloride,  tetracycline,  or 
tetracycline  phosphate  complex,  with 
or  without  one  or  more  suitable  and 
harmless  buffer  substances,  preserva¬ 
tives,  diluents,  binders,  lubricants,  co¬ 
lorings,  and  flavorings.  The  average 
potency  of  the  drug  is  satisfactory  if  it 
contains  not  less  than  85  percent  of 
the  number  of  milligrams  it  is  repre¬ 
sented  to  contain.  The  average  mois¬ 
ture  content  of  the  tablets  is  not  more 
than  3  percent,  unless  the  person  who 
requests  certification  has  submitted  to 
the  Commissioner  information  ade¬ 
quate  to  prove  that  his  drug  is  stable 
when  it  has  a  moisture  content  not  ex¬ 
ceeding  6  percent.  Tablets  not  exceed¬ 
ing  15  millimeters  in  diameter,  or  not 
intended  only  for  use  in  preparing  so¬ 
lutions,  shall  disintegrate  within  1 
hour.  A  person  who  requests  certifica¬ 
tion  shall  therefore  also  submit  for 
disintegration-time  studies,  results  of 
this  test  made  by  him  and  a  sample  of 
six  tablets.  The  chlortetracycline  hy¬ 
drochloride  used  conforms  to  the  re¬ 
quirements  of  §446.1(Ka)(l)  of  this 
chapter.  The  tetracycline  hydr(x;hlo- 
ride  used  conforms  to  the  require¬ 


ments  of  §446.81(a)(l)  of  this  chapter. 
The  tetracycline  used  conforms  to  the 
requirements  of  §  446.80(a)(1)  of  this 
chapter.  The  tetracycline  phosphate 
complex  used  conforms  to  the  require¬ 
ments  of  §  446.82(a)(1)  of  this  chapter. 
Each  other  substance  used,  if  its  name 
is  recognized  in  the  U.S.P.  or  N.P., 
conforms  to  the  standards  prescribed 
therefor  by  such  official  compendium. 

(2) *  •  * 

(3)  Packaging.  Unless  each  tablet  is 
enclosed  in  a  foil  or  plastic  film  and 
such  enclosure  is  a  tight  container  as 
defined  by  the  U.S.P.,  except  the  pro¬ 
vision  that  it  shall  be  capable  of  tight 
reclosure,  the  immediate  container 
shall  be  a  tight  container  as  so  de¬ 
fined.  The  immediate  container  may 
al.so  contain  a  desiccant  separated 
from  the  tablets  by  a  plug  of  cotton  or 
other  like  material.  The  composition 
of  the  immediate  container,  or  of  the 
foil  or  film  enclosure,  shall  be  such  as 
will  not  cause  any  change  in  the 
stength,  quality,  or  purity  of  the  con¬ 
tents  beyond  any  limit  therefor  in  ap¬ 
plicable  standards,  except  that  minor 
changes  so  caused  which  are  normal 
and  unavoidable  in  good  packaging, 
storage,  and  distribution  practice  shall 
be  disregarded. 

(4)  Labeling.  In  addition  to  the  label¬ 

ing  requirements  prescribed  by 
§201.105  of  this  chapter  (regulations 
issued  under  section  502(f)  of  the  act), 
each  package  shall  bear  on  the  outside 
wrapper  or  container  and  the  immedi¬ 
ate  container,  as  hereinafter  indicated, 
the  following:  The  statement  “Expira¬ 
tion  date - ”,  the  blank  being 

filled  in  with  one  of  the  following 
dates  after  the  month  during  which 
the  batch  was  certified: 

(a)  If  chlortetracycline  hydrochlo¬ 
ride  is  used.  60  months. 

(5)  If  tetracycline  hydrochloride  is 
used.  48  months,  except  that  the  date 
that  is  60  months  may  be  used  if  the 
person  who  requests  certification  has 
submitted  to  the  Commissioner  results 
of  tests  and  assay  showing  that  after 
having  been  stored  for  such  period  of 
time  such  drug  as  prepared  by  him 
complies  with  the  standards  pre¬ 
scribed  therefor  by  paragraph  (aXl)  of 
this  section. 

(c)  If  tetracycline  is  used.  36  months. 

(d)  If  tetracycline  phosphate  com¬ 
plex  is  used,  24  months,  except  that 
the  blank  may  be  filled  in  with  the 
date  that  is  36  months.  48  months,  or 
60  months,  after  the  month  in  which 
the  batch  was  certified,  if  the  person 
who  requests  certification  has  submit¬ 
ted  to  the  Commissioner  results  of 
tests  and  assays  showing  that  after 
having  been  stored  for  such  period  of 
time  such  drug  as  prepared  by  him 
complies  with  the  standards  pre¬ 
scribed  by  paragraph  (a)(1)  of  this  sec¬ 
tion. 

(5)  Requests  for  certification;  sam¬ 
ples.  (i)  In  addition  to  complying  with 


the  requirements  of  §514.50  of  this 
chapter,  a  person  who  requests  certifi¬ 
cation  of  a  batch  shall  submit  with  his 
request  a  statement  showing  the  batch 
mark,  the  number  of  packages  of  each 
size  in  such  batch,  the  batch  mark  and 
(unless  it  was  previously  submitted) 
the  date  on  which  the  latest  assay  of 
the  chlortetracycline,  tetracycline  hy¬ 
drochloride,  tetracycline  or  tetracy¬ 
cline  phosphate  (x>mplex  used  in 
making  such  batch  was  completed,  the 
number  of  milligrams  in  each  capsule, 
the  quantity  of  each  ingredient  used 
in  making  the  batch,  the  date  on 
which  the  latest  assay  of  the  drug  con¬ 
stituting  such  batch  was  completed, 
and  a  statement  that  each  ingredient 
used  in  making  the  batch  conforms  to 
the  requirements  prescribed  therefor, 
if  any,  by  this  section, 

(il)  Except  as  otherwise  provided  in 
paragraph  (aK5)(iv)  of  this  section, 
such  person  shall  submit  in  connection 
with  his  request  results  of  the  tests 
and  assays  listed  after  each  of  the  fol¬ 
lowing  made  by  him  on  an  accurately 
representative  sample  of: 

(а)  The  batch:  average  potency  per 
tablet,  average  moisture,  and  disinte¬ 
gration  time. 

(б)  The  chlortetracycline,  tetracy¬ 
cline  hydrochloride,  tetracycline,  or 
tetracycline  phosphate  complex  used 
in  making  the  batch:  Potency,  toxicity, 
moisture,  pH,  crystallinity,  absorptiv¬ 
ity  (if  it  is  tetracycline  hydrochloride, 
tetracycline,  or  tetracycline  phosphate 
complex)  and  identity  if  it  is  tetracy¬ 
cline  phosphate  complex. 

(iii)  Except  as  otherwise  provided  by 
paragraph  (a)(5)(iv)  of  this  section, 
such  person  shali  submit  in  connection 
with  his  request,  in  the  quantities  her¬ 
einafter  indicated,  accurately  repre¬ 
sentative  samples  of  the  following: 

(а)  The  batch:  one  tablet  for  each 
5,000  tablets  in  the  batch,  but  in  no 
case  less  than  30  tablets,  collected  by 
taking  single  tablets  at  such  intervals 
throughout  the  entire  time  of  prepara¬ 
tion  that  the  quantities  compressed 
during  the  intervals  are  approximately 
equal. 

(б)  The  chlortetracycline,  tetracy¬ 
cline  hydrochloride,  tetracycline,  or 
tetracycline  phosphate  complex  used 
in  making  the  batch:  10  packages, 
each  containing  approximately  equal 
portions  of  not  less  than  60  milli¬ 
grams,  and  if  it  is  tetracycline  phos¬ 
phate  complex,  one  additional  package 
containing  approximately  1  gram. 
Each  such  package  shall  be  packaged 
in  accordance  with  the  requirements 
of  §  510.45  of  this  chapter. 

(c)  In  case  of  an  initial  request  for 
certification,  each  other  ingredient 
used  in  making  the  batch;  one  package 
of  each  containing  approximately  5 
grams. 

(iv)  No  result  referred  to  in  para¬ 
graph  (aK5Kii)(b)  of  this  section  and 
no  sample  referred  to  in  paragraph 
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(aKSKiiiKb)  of  this  section  are  re¬ 
quired  if  such  result  or  sample  has 
been  previously  submitted. 

(b)  Tests  and  methods  of  assay.— <1) 
Potency.  Proceed  as  directed  In 
§  436.106  of  this  chapter,  preparing  the 
sample  for  assay  as  follows:  Place  a 
representative  number  of  tablets  into 
a  high-speed  glass  blender  jar  contain¬ 
ing  sufficient  0.0  liV  hydrochloric  acid 
for  chlortetracycline  assay  or  0.01  AT 
hydrochloric  acid  for  tetracycline 
assay  to  obtain  a  stock  solution  of  con¬ 
venient  concentration.  Blend  for  3  to  5 
minutes.  Remove  an  aliquot  of  the 
stock  solution  and  further  dilute  with 
sterile  distilled  water  to  the  reference 
concentration  of  0.06  microgram  of 
chlortetracycline  hydrochloride  per 
milliliter  (estimated)  or  0.24  micro¬ 
gram  of  tetracycline  hydrochloride  per 
milliliter  (estimated). 

(2)  Moisture.  Proceed  as  directed  in 
§  436.200(b)  or  §436.201  of  this  chap¬ 
ter.  If  it  is  tetracycline  hydrochloride 
tablets  and  stability  data  have  been 
submitted  to  prove  that  the  drug  is 
stable  when  it  contains  not  more  than 
6  percent  moisture,  use  the  method  de¬ 
scribed  in  §  436.201  of  this  chapter  and 
proceed  as  directed  in  §  436.201(e)(3) 
of  this  chapter. 

(3)  Disintegration  time.  Proceed  as 
directed  in  §  436.212  of  this  chapter. 

§  546.1  lOf' I  Amended]  ^ 

e.  In  §  546.1  lOf  Chlortetracycline  hy¬ 
drochloride-neomycin  tablets,  by 
amending  the  introductory  text  of 
paragraph  (a)  by  deleting  the  phrase 
“§  446.110b(a)  of  this  chapter  for 
chlortetracycline  hydrochloride  cap¬ 
sules  and  tetracycline  hydrochloride 
capsules,  except  that:*’  and  substitut¬ 
ing  therefor,  "§  546.1  lOd(aKl)  except 
that:”;  by  amending  paragraph  (aK3) 
by  deleting  reference  to 
”§  446.110b(aK4)”  and  substituting 
therefor  *‘§  514.50”;  by  amending  para¬ 
graph  (bKlKi)  by  deleting  the  fourth 
and  fifth  sentences  and  substituting 
therefor  “Dilute  an  aliquot  of  the 
clear  solution  in  sterile  distilled  water 
to  give  a  concentration  of  0.06  micro- 
gram  per  milliliter  (estimated).  Pro¬ 
ceed  as  directed  in  §436.106  of  this 
chapter.”;  by  amending  paragraph 
(b)(lKii)  by  deleting  reference  to 
“§  446.81a(bXlKiii)”  and  substituting 
therefor  "§436.106”;  by  amending 
paragraph  (b)(2)  by  deleting  reference 
“§  440.80a(bK5)(i)  and  substituting 
therefor  “§  436.200b”;  and  by  amend¬ 
ing  paragraph  (bK3)  by  deleting  refer¬ 
ence  to  “§  440.180a(b)(3)”  and  substi¬ 
tuting  therefor  “§  436.212.” 

§546.110g  [Amended] 

f.  In  §546.110g  by  amending  para¬ 
graph  (a)(1)  by  deleting  the  phrase 
"§  446.10a(aKl)  of  this  chapter,  except 
paragraph  (aKlKii),  (iv),  and  (v)  of 
that  section.”  and  substituting  there¬ 
for  “§  446.10(aKl)  of  this  chapter”;  by 


amending  paragraph  (aK4)(iii)(&)  by 
deleting  reference  to  “§  466.10a(aK2)” 
and  substituting  therefor  “§510.45”; 
by  amending  paragraph  (b)(1)  by  de¬ 
leting  reference  to  “§  446.510a(bKl)” 
and  substituting  therefor 

“§  446.510(bKl)”;  and  by  revising  para¬ 
graph  (b)(2)  to  read  as  follows: 

§  546.1  lOg  Chlortetracycline  hydrochlo¬ 
ride  in  oil  oral. 

*  •  •  •  * 

(b)  •  •  • 

(2)  Moisture.  Proceed  as  directed  in 
§  436.500(c)  of  this  chapter,  using  a 
weighed  sample  of  approximately  1 
gram  dissolved  in  10  milliliters  of  a 
mixture  of  equal  parts  of  dry  chloro¬ 
form  and  carbon  tetrachloride;  but  in 
lieu  of  calculating  the  milliliters  of 
Karl  Fischer  reagent  equivalent  to  10 
milliliters  of  chloroform,  determine 
the  milliliters  of  reagent  equivalent  to 
10  milliliters  of  the  mixture  of  chloro¬ 
form  and  carbon  tetrachloride. 

§546.110h  [Amended] 

g.  In  §546.11h  Chlortetracycline  bo¬ 
luses,  by  amending  paragraph  (b)  by 
deleting  reference  to  “§  446.110a”  and 
substituting  therefor  “§  546.1  lOd(b).” 

§  546.110a  [Amended] 

h.  In  §  546.113a  Chlortetracycline  bi- 
sulfate  soluble  powder  by  amending 
paragraph  (b)(1)  by  deleting  the 
phrase  “§446.10a(b)(l)  of  this  chapter, 
except  §  446.10a(b)(l)(ix)  of  this  chap¬ 
ter”  and  substituting  therefor, 
“§436.106  of  this  chapter,  preparing 
the  sample  as  follows:  Dissolve  the  500 
milligrams  to  be  tested  in  O.OllV  HCl  to 
make  a  stock  solution  of  convenient 
concentration.  Further  dilute  with 
sterile  distilled  water  to  the  reference 
concentration  of  0.06  microgram  of 
chlortetracycline  hydrochloride  equiv¬ 
alent  activity  (estimated).”;  and  by 
amending  paragraph  (b)(2)  by  deleting 
reference  to  “§  440.80a(b)(5)(i)”  and 
substituting  therefor  “§  436.200b.” 

i.  In  §  546.180a,  the  introductory 

texts  of  paragraph  (a)  and  paragraph 
(b)  are  revised;  paragraph  (a)(1)  is 
amended  by  deleting  the  last  sentence; 
paragraph  (aK2)  is  amended  by  delet¬ 
ing  the  reference  to  “§  446.110b(aK3)” 
and  substituting  therefor 

“§546.110d(aK4)  and  §101.105  of  this 
chapter.”  and  deleting  the  rest  of  the 
paragraph,  as  follows: 

§  546.180a  Tetracycline  hydrochloride  cap¬ 
sules. 

(a)  Requirements  for  certification. 
The  requirements  for  certification  for 
tetracycline  hydrochloride  capsules 
are  described  under  §  446.181e(aKl), 
with  the  following  exceptions: 

•  •  •  •  • 

(b)  Tests  and  methods  of  assay.  The 
tests  and  methods  of  assay  for  tetracy¬ 


cline  hydrochloride  capsules  are  as  de¬ 
scribed  under  §446.181e(b)  (1)  and  (2) 
of  this  chapter. 

«  •  •  •  * 

J.  By  revising  §  546.180e(a)  and  (b)  to 
read  as  follows: 

§  546.180e  Tetracycline  oral  liquid. 

(a)  Requirements  for  certification.— 
(1)  Standards  of  identity,  strength, 
quality,  and  purity.  Tetracycline  oral 
liquid  is  a  suspension  composed  of 
tetracycline  with  or  without  one  or 
more  suitable  and  harmless  buffer 
substances,  suspending  and  stabilizing 
agents,  and  preservatives  suspended  in 
a  suitable  and  harmless  vehicle.  Each 
milliliter  contains  the  equivalent  of 
either  25  or  100  milligrams  of  tetracy¬ 
cline  hydrochloride.  It  contains  not 
less  than  90  percent  and  not  more 
than  120  percent  of  the  labeled 
amount  of  tetracycline  hydrochloride. 
Its  pH  is  not  less  than  3.5  nor  more 
than  6.  The  tetracycline  used  con¬ 
forms  to  the  standards  prescribed  by 
§  446.80(a)(1)  of  this  chapter. 

(2)  Labeling.  It  shall  be  labeled  in 
accordance  with  the  requirements  of 
§  510.55  of  this  chapter  and  paragraph 
(c)  of  this  section. 

(3)  Requests  for  certification;  sam¬ 
ples.  In  addition  to  compliring  with  the 
requirements  of  §514.50  of  this  chap¬ 
ter.  each  such  request  shall  contain: 

(1)  Results  of  tests  and  assay  on: 

(o)  The  tetracycline  used  in  making 
the  batch  for  potency,  safety,  mois¬ 
ture,  pH,  absorptivity,  4-epian-  hydro¬ 
tetracycline  content,  crystallinity,  and 
identity. 

(b)  The  batch  for  potency  and  pH. 

(ii)  Samples  required: 

(a)  The  tetracycline  used  in  making 
the  batch:  10  packages,  each  contain¬ 
ing  approximately  300  milligrams. 

(b)  The  batch:  A  minimum  of  10  im¬ 
mediate  containers. 

(b)  Tests  and  methods  of  assay.— 1\) 
Potency.  Proceed  as  directed  in 
§  436.106  of  this  chapter,  preparing  the 
sample  for  assay  as  follows:  Transfer 
an  accurately  measured  representative 
portion  of  the  well-shaken  suspension 
to  an  appropriate-sized  volumetric 
flask  and  dilute  to  volume  with  O.llV 
hydrochloric  acid  to  give  a  stock  solu¬ 
tion  of  convenient  concentration  con¬ 
taining  not  less  than  150  micrograms 
of  tetracycline  hydrochloride  per  mil¬ 
liliter  (estimated).  Mix  well.  Remove 
an  aliquot  of  the  stock  solution  and 
further  dilute  with  sterile  distilled 
water  to  the  reference  concentration 
of  0.24  microgram  of  tetracycline  hy¬ 
drochloride  per  milliliter  (estimated). 

(2)  pH.  Proceed  as  directed  in 
§  436.202  of  this  chapter,  using  the  un¬ 
diluted  suspension. 

•  •  •  •  • 

Effective  date:  April  17, 1978. 
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(Sec.  572,  82  Stot.  343-351  (21  U.S.C.  380b).) 
Dated:  March  10.  1978. 

William  F.  Randolph, 
Acting  Associate  Commissoner 
for  Compliance. 
(FR  Doc.  78-6771  Plied  3-16-78:  8:45  am] 


[4110-03] 

SUBCHAPTER  E— ANIMAL  DRUGS,  FEEDS,  AND 
RELATED  PRODUCTS 


[Docket  No.  77P-0197] 


PART  573— FOOD  ADDITIVES  PER- 
MIHED  IN  FEED  AND  DRINKING 
WATER  OF  ANIMALS 

Hemicellulose  Extract 

AGENCY:  Pood  and  Drug  Administra¬ 
tion. 

ACrriON:  Pinal  rule. 

SUMMARY:  This  document  provides 
for  revising  conditions  for  manufactur¬ 
ing  hemicellulose  extract  (wood 
sugars).  The  International  Paper  Co. 
filed  a  petition  proposing  expanded 
temperature  and  pressure  require¬ 
ments  for  manufacturing  the  product. 

DATES:  Effective  March  17.  1978;  ob¬ 
jections  by  April  17, 1978. 

ADDRESS:  Written  objections  to  the 
Hearing  Clerk  (HPC-20),  Pood  and 
Drug  Administration,  Room  4-65,  5600 
Fishers  Lane.  Rockville.  Md.  20857. 

FOR  FURTHER  INFORMATION 
CONTACTT: 

William  D.  Price,  Bureau  of  Veteri¬ 
nary  Medicine  (HFV-123),  Food  and 
Drug  Administration.  Department  of 
Health,  Education,  and  Welfare. 
5600  Fishers  Lane,  Rockville,  Md. 
20857,  301-443-3442. 

SUPPLEMENTARY  INFORMATION: 
A  notice  published  in  the  Federal 
Register  of  July  29,  1977  (42  FR 
38649)  announced  that  a  petition  (MF- 
3657)  had  been  filed  by  the  Interna¬ 
tional  Paper  Co.,  P.O.  Box  16807, 
Mobile,  Ala.  36616,  proposing  that 
§  573.520  (21  CFR  573.520)  be  amended 
to  expand  the  temperature  and  pres¬ 
sure  requirements  for  manufacturing 
hemicellulose  extract. 

The  Commissioner  of  Food  and 
Drugs,  having  evaluated  the  petition 
and  other  relevant  material,  concludes 
that  §573.520  should  be  amended  as 
set  forth  below. 

Therefore,  imder  the  Federal  Pood. 
Drug,  and  Cosmetic  Act  (sec.  409(c)(1), 
72  Stat.  1786  (21  U.S.C.  348(cKl)))  and 
under  authority  delegated  to  the  Com¬ 
missioner  (21  CFR  5.1),  §573.520  is 


amended  by  revising  paragraph  (a)  to 
read  as  follows: 

§  573.520  Hemicellulose  extract. 

#  #  •  •  • 

(a)  The  additive  .is  produced  from 
the  aqueous  extract  obtained  by  the 
treatment  of  wood  with  water  at  ele¬ 
vated  temperatures  (325  degrees  to  535 
degrees  F)  and  pressure  (80  to  900 
pounds  per  square  inch)  and  contains 
primarily  pentose  and  hexose  sugars. 

•  •  •  •  • 

Any  person  who  will  be  adversely  af¬ 
fected  by  the  foregoing  regulation 
may  at  any  time  on  or  before  April  17, 
1978  submit  to  the  Hearing  Clerk 
(HPC-20),  Food  and  Drug  Administra¬ 
tion,  Room  4-65,  5600  Fishers  Lane, 
Rockville,  Md.  20857,  written  objec¬ 
tions  thereto  and  may  make  a  written 
request  for  a  public  hearing  on  the 
stated  objections.  Each  objection  shall 
be  separately  numbered  and  each 
numbered  objection  shall  specify  with 
particularity  the  provision  of  the  regu¬ 
lation  to  which  objection  is  made. 
Each  numbered  objection  on  which  a 
hearing  Is  requested  shall  specifically 
so  state;  failure  to  request  a  hearing 
for  any  particular  objection  shall  con¬ 
stitute  a  waiver  of  the  right  to  a  hear¬ 
ing  on  that  objection.  Ekich  numbered 
objection  for  which  a  hearing  is  re¬ 
quested  shall  include  a  detailed  de¬ 
scription  and  analysis  of  the  specific 
factual  information  intended  to  be 
presented  in  support  of  the  objection 
in  the  event  that  a  hearing  is  held; 
failure  to  include  such  a  description 
and  analysis  for  any  particular  objec¬ 
tion  shall  constitute  a  waiver  of  the 
right  to  a  hearing  on  the  objection. 
Four  copies  of  all  documents  shall  be 
submitted  and  shall  be  identified  with 
the  Hearing  Clerk  docket  number 
found  in  brackets  in  the  heading  of 
this  regulation.  Received  objections 
may  be  seen  in  the  above  office  be¬ 
tween  the  hours  of  9  a.m.  and  4  p.m., 
Monday  through  Friday. 

Effective  date:  This  regulation  shall 
become  effective  March  17, 1978. 

(Sec.  409(C)(1),  72  Stat.  1786  (21  U.S.C. 
348(CK1)).) 

Dated:  March  13. 1978. 

William  P.  Randolph, 
Acting  Associate  Commissioner 
for  Compliance. 

[PR  Doc.  78-7073  Piled  3-16-78;  8:45  am] 


[4210-01] 

Title  24  Housing  and  Urban 
Development 

CHAPTER  X— FEDERAL  INSURANCE 
ADMINISTRATION,  DEPARTMENT 
OF  HOUSING  AND  URBAN  DEVEL¬ 
OPMENT 

SUBCHAPTER  B— NATIONAL  FLOOD 
INSURANCE  PROGRAM 

[Docket  No.  PI  3932] 

PART  1914— AREAS  ELIGIBLE  FOR 
THE  SALE  OF  INSURANCE 

Suspension  of  Community  Eligibility 

AGENCY:  Federal  Insurance  Adminis¬ 
tration.  HUD. 

ACTION:  Pinal  rule. 

SUMMARY:  This  rule  lists  communi¬ 
ties  where  the  sale  of  flood  insurance, 
as  authorized  under  the  National 
Flood  Insurance  Program  (NPIP),  will 
be  suspended  because  of  noncompli¬ 
ance  with  the  flood  plain  management 
requirements  of  the  program. 

EFFECTIVE  DATES:  The  date  listed 
in  the  fourth  column. 

FOR  FURTHER  INFORMATION 
CONTACT: 

Mr.  Richard  Krimm,  Assistant  Ad¬ 
ministrator,  Office  of  Flood  Insur¬ 
ance.  202-755-5581  or  Toll  Free  Line. 
800-424-8872,  Room  5270,  451  Sev¬ 
enth  Street  SW.,  Washington,  DC 
20410. 

SUPPLEMENTARY  INFORMATION: 
The  Flood  Disaster  Protection  Act  of 
1973  (Pub.  L.  93-234),  as  amended,  re¬ 
quires  the  purchase  of  flood  insurance 
as  a  condition  of  Federal  financial  as¬ 
sistance  if  such  assistance  is:  (1)  for  ac¬ 
quisition  and  construction  purposes, 
and  (2)  for  property  located  in  a  spe¬ 
cial  flood  hazard  area  identified  by  the 
Secretary  of  Housing  and  Urban  De¬ 
velopment. 

The  requirement  applies  to  all  iden¬ 
tified  special  flood  hazard  areas  within 
the  United  States,  and  no  such  finan¬ 
cial  assistance  can  legally  be  provided 
for  acquisition  or  construction  in  these 
areas  unless  the  community  has  en¬ 
tered  the  program  and  insurance  is 
purchased.  Accordingly,  for  communi¬ 
ties  listed  under  this  Part  such  restric¬ 
tion  exists  as  of  the  effective  date  of 
suspension  because  insurance,  which  is 
required,  cannot  be  purchased. 

Section  1315  of  the  National  Flood 
Insurance  Act  of  1968,  as  amended  (42 
U.S.C.  4022)  prohibits  flood  insurance 
coverage  as  authorized  under  the  Na¬ 
tional  Flood  Insurance  Program  (42 
U.S.C.  4001-4128)  unless  an  appropri¬ 
ate  public  body  shall  have  adopted 
adequate  flood  plain  management 
measures  with  effective  enforcement 
measures.  The  communities  suspended 
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in  this  notice  no  longer  meet  that  stat¬ 
utory  requirement  for  compliance 
with  program  regulations  (24  CPR 
Part  1909  et  seq.).  Accordingly,  the 
communities  are  suspended  on  the  ef¬ 
fective  date  in  the  list  below. 

The  Federal  Insurance  Administra- 


RULES  AND  REGULATIONS 

tor  finds  that  delayed  effective  dates 
would  be  contrary  to  the  public  inter¬ 
est.  The  Administrator  also  finds  that 
notice  and  public  procedure  under  5 
U.S.C.  553(b)  are  impracticable  and 
unnecessary. 

In  each  entry,  a  complete  chronolo¬ 


gy  of  effective  dates  appears  for  each 
listed  community. 

Section  1914.6  is  amended  by  adding 
in  alphabetical  sequence  new  entries 
to  the  table. 

§  1914.6  List  of  Suspended  0>nimunitie8. 


State 

County 

• 

•  • 

Do . . . 

. 

Do . 

Do . 

Do.  _  ._  _ 

fVi 

no . 

Nebraska _ _ _ 

Platte . 

New  Jersey _ ............ 

Someiaet . 

Do  . 

no . 

Do _ _ 

rui 

New  Mexico _  _ 

McKinley  . 

• 

New  Tort . 

•  • 

Do . . . 

Do . . . . 

Do 

Do .  . 

Chautauqua  _ _ 

Location 


Effective  date  of  authorization  of  sale  of  Hazard  area  Community 
flood  insurance  for  area  Identified  No. 


Wethersfield,  town  of . 

Palm  Springs,  village  of _ _ 

Alpharetta,  city  of _ _ 

Bradley,  village  of.. . 

Keokuk,  dty  of . . . 

Coffeyville.  dty  . . . 

Kinsley,  dty  of _ _ _ 

Orosse  Tete,  village  of  _ _ _ 

Funkstown.  town  of _ _ 

Pittsfield,  dty  of _ 

Plat  River,  dty  of . 

Hermann,  dty  of _ ........... 

Ladue,  dty  of _ _ _ 

Maplewood,  dty  of . 

Paris,  dty  of  . . 

Pleasant  Hill,  dty  of _ 

Steelville,  dty  of _ _ 

Times  Beach,  dty  of _ _ 

Aberdeen,  dty  of _ _ _ 

Columbus,  dty  of.... _ _ 

Berkeley  Heights,  township 
of. 

BemardsviUe,  borough  of .». 

Sea  Bright,  borough  of _ _ 

Sea  Isle,  city  of ...... _ _ 

Seaside  Park,  borough  of _ 

Ship  Bottom,  borough  of . 

Stone  Harbor,  borough  of .._ 

Surf  City,  borough  of.... _ _ 

Gallup,  dty  of.„ . . 


Apr.  14.  1972,  emergency;  May  2,  1977,  reg¬ 
ular;  Mar.  1,  1978,  suspended. 

Nov.  2.  1973,  emergency;  Mar.  1,  1978,  regu¬ 
lar;  Mar.  1,  1978,  suspended. 

Mar.  S,  1974,  emergency;  Feb.  15,  1978,  reg¬ 
ular;  Mar.  1,  1978,  suspended. 

Oct.  29,  1974,  emergency;  Mar.  1,  1978,  reg¬ 
ular.  Mar.  1,  1978,  suspended. 

Mar.  27,  1974,  emergency;  Mar.  1,  1978,  reg¬ 
ular,  Mar.  1, 1978,  suspended. 

Dec.  17.  1971.  emergency;  May  3,  1974,  reg¬ 
ular;  Mar.  12.  1976,  suspended. 

May  9,  1973.  emergency;  Mar.  1,  1978,  regu¬ 
lar.  Mar.  1.  1978,  suspended. 

Apr.  23.  1973,  emergency;  Mar.  1.  1978,  reg¬ 
ular:  Mar.  1.  1978,  suspended. 

May  19,  1975,  emergency;  Feb.  1,  1978,  reg¬ 
ular;  Mar.  1, 1978,  suspended. 

Oct.  29,  1973,  emergency;  Mar.  1,  1978,  reg¬ 
ular;  Mar.  1. 1978,  suspended. 

Dec.  3,  1971,  emergeiKy;  Apr.  20,  1978,  regu¬ 
lar,  Mar.  1, 1978,  suspended. 

Aug.  13. 1971,  emergency;  Dec.  31.  1971.  sus¬ 
pended;  Apr.  24,  1974,  reinstated;  Mar.  5. 
1978,  regular;  Mar.  1,  1978,  suspended. 

Oct.  22. 1971,  emergency;  Mar.  16, 1976,  reg¬ 
ular,  Mar.  1,  1978,  suspended. 

May  21.  1971,  emergency;  Nov.  23.  1973. 
regular.  Mar.  1,  1978,  suspended. 

Apr.  21,  1972.  emergency;  Mar.  5.  1976,  reg¬ 
ular,  Mar.  1,  1978,  suspended. 

Apr.  80,  1971,  emergency;  Sept.  15,  1972, 
regular;  Mar.  1, 1978,  suspended. 

Oct.  15.  1971,  emergency;  Feb.  13.  1976,  reg¬ 
ular;  Mar.  1. 1978,  suspended. 

Sept.  13,  1973,  emergency;  Sept.  15,  1977, 
regular.  Mar.  1,  1978,  suspended. 

Jan.  31. 1974,  emergency;  Feb.  1,  1978,  regu¬ 
lar;  Mar.  1, 1978,  suspended. 

May  21,  1971,  emergency;  June  29.  1973, 
regular.  Mar.  1, 1978,  suspended. 

Dec.  30.  1971,  emergency;  Mar.  1,  1978,  reg¬ 
ular;  Mu.  1,  1978,  suspended. 

Dec.  17,  1971,  emergency;  Mar.  1,  1978,  reg¬ 
ular;  Mar.  1, 1978,  suspended. 

Dec.  11, 1970,  emergency;  Oct.  14.  1971,  reg¬ 
ular;  Mar.  1, 1978,  suspended. 

June  19,  1970,  emergency;  Dec.  31,  1970, 
regular.  Mar.  1.  1978,  suspended. 

Dec.  11.  1970,  emergency;  Aug.  13,  1971, 
regular.  Mar.  1.  1978,  suspended. 

May  29.  1970.  emergency;  Apr.  2.  1971,  reg¬ 
ular.  Mar.  1,  1978,  suspended. 

Oct.  16. 1970,  emergency,  Dec.  31. 1970,  reg¬ 
ular,  Mar.  1, 1978,  suspended. 

May  29,  1970,  emergency;  Apr.  2,  1971,  reg¬ 
ular,  Mar.  1.  1978.  suspended. 

Aug.  6,  1973,  emergency;  Mar.  1,  1978,  regu¬ 
lar;  Mar.  1,  1978,  su^Kmded. 


May  11, 1973 


Mar.  15. 
June  11, 
June  14. 
Oct.  17. 
Mar.  1. 
Apr.  16. 
Jan.  23. 
Apr.  23. 
Mays, 
Nov.  21. 
May  17. 
Oct.  3. 
Feb.  1, 
Nov.  14, 
Mar.  8, 
Jan.  23, 
May  10. 

Jan.  7, 
Apr.  90. 


1974, 

1976 

1974, 

1975 
1974, 

1976 
1974. 
1976 
1974, 
1975 
1974, 
1975 
1974. 

1975 
1974, 

1976 
1974, 

1977 
1973 


May  3.  1974, 
Nov.  7.  1975 

Mar.  15, 1974. 
Sept.  12.  1975 
Nov.  23. 1973 

Apr.  5.  1974 

Sept.  15.  1972 

Sept.  13.  1974 

Jan.  9. 1974 

Jan.  23, 1974. 
June  18.  1976 
June  29. 1973 

May  24.  1974. 
July  30. 1976 
Dec.  36.  1973 

Oct  14.  1971 

July  17, 1970 

Aug.  17.  1971 

May  36.  1970 

Jan.  8. 1971 

May  26. 1970 

Mar.  L  1974. 
Aug.  9.  1977 


. . do _ 


Do. 


Steuben. 


Do _ 


Broome.. 


Glen  Cove,  city  of _ 

Niskayuna,  town  of _ 

Orleans,  town  of _ ... 

Palmyra,  town  of . 

Panama,  village  of 

Sherman,  village  of . 

South  Coming,  village  of 
Union,  town  of . . 


.  Aug.  16.  1974,  emergency;  Mar.  1,  1978.  reg¬ 
ular;  Mar.  1. 1978,  suq>ended. 

.  Nov.  7.  1973,  emergency;  Mar.  1.  1978,  regu¬ 
lar;  Mar.  1,  1978.  suspended. 

.  June  7, 1973,  emergency.  Mar.  1,  1978,  regu¬ 
lar;  Mar.  1,  1978,  suspended. 

.  Mar.  30,  1973,  emergency.  Mar.  1.  1978,  reg¬ 
ular,  Mar.  1,  1978,  suspended. 

.  Aug.  28,  1975,  emergency;  Mar.  1.  1978,  reg¬ 
ular,  Mar.  1, 1978,  suspended. 

.  Dec.  26.  1975,  emergency;  Mar.  1.  1978,  reg¬ 
ular,  Mar.  1,  1978,  suspended. 

.  Apr.  5.  1973.  emergency.  Mar.  L  1978.  regu¬ 
lar;  Mar.  1, 1978,  suspended. 

.  July  11.  1973.  emergency.  Mar.  1.  1978.  reg¬ 
ular  Mar.  1. 1978,  suspended. 


Aug.  16. 
June  11, 
Mar.  29. 
July  23, 
May  31. 
July  16, 
Apr.  5, 
Dec.  5. 
Aug.  9. 
June  11, 
Jan.  3, 


1974, 

1976 

1974, 

1976 

1974. 

1976 

1974, 

1975 

1974, 

1978 

1975 


July  13. 1973, 
Nov.  16. 1973 
Feb.  6.  1976 


090040-A 
120223-B 
130084-B 
170338-B 
190185-B 
300232-A 
200093-B 
220084~B 
240073-B 
250037 -B 
3952e4-A 
390141-B 

390363  B 
295266 
290241 
295369-A 
290114-B 
290388 
2801 15-B 
3 15273- A 
340459  B 
340429-A 
345317-A 
345318-B 
3453 19-C 
345320-A 
345323-B 
345324-A 
350042  B 

360465-B 

360739-B 

360345-B 

360974-B 

360143-B 

S81502~A 

360782-C 

360056-A 
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SUte 


County 


Location 


Effective  date  of  authorization  of  sale  of  Hazard  area  Community 
flood  Insurance  for  area  identified  No. 


Ohio.. 


Lorain .  Avon,  city  of.. 


Oregon . 


Do. 


Do. 


Pennsylvania.. 


Do. 

Do. 


Do. 


Do . . 

Do _ 


Do.. 

Do.. 


Do.. 


Do.. 


Do _ 


South  Carolina.......................  Sumter 


.  Oct.  23.  1975.  emergency;  Oct.  33.  1075.  reg¬ 
ular  Mar.  1, 1978,  suspended. 

Lake . . . . .  Mentor,  city  of . Dec.  29, 1972,  emergency:  Dec.  1.  1977,  regu¬ 

lar.  Mar.  1,  1978,  suspended. 

Clackamas ............. _ _ _  Unincorporated  areas . Apr.  2,  1971,  emergency:  Mar.  1.  1978,  regu¬ 

lar,  Mar.  1.  1978,  suspended. 

. do ............... . .  Gladstone,  city  of . Mar.  15,  1977,  emergency;  Mar.  15,  1977, 

regular:  Mar.  1, 1078,  suspended. 

. do  West  Linn,  city  of _ _ ........  Oct.  20r  1073,  emergency:  Mar.  15, 1977,  reg¬ 
ular;  Mar.  1, 1978,  suspended. 

Douglas.............................. .  Winston,  city  of ... . . Mar.  10,  1972,  emergency;  Sept.  14,  1972, 

regular.  Mar.  1.  1978,  suspended. 

Perry . . .  Bloomfield,  borough  of . Feb.  22,  1974,  emergency;  Mar.  1.  1978,  reg¬ 

ular;  Mar.  1, 1978,  suspended. 

Fayette..., _ ,.,... . .  Connellville,  city  of _ ... _ July  23,  1973,  emergency;  Mar.  1,  1978,  reg- 

,  Ulan  Mar.  1, 1978,  suspended. 

Juniata .  Fermanagh,  township  of . June  1,  1973,  emergency;  Feb.  1,  1978,  regu¬ 

lar;  Mar.  1.  1078,  suspended. 

Lancaster .  Leacock,  township  of . Dec.  17,  1073,  emergency:  Mar.  1,  1978,  reg¬ 

ular,  Mar.  1, 1978,  suspended. 

Montgomery . . .  Lower  Moreland,  township  Nov.  17,  1973,  emergency.  Mar.  1,  1978,  reg- 

of.  ular;  Mar.  1. 1978,  suspended. 

Juniata . . .  Mifflin,  borough  of . . Oct.  4,  1973,  emergency;  Feb.  1,  1978,  regu¬ 

lar;  Mar.  1, 1978,  suspended. 

. do . . .  Turbett,  township  of.. _ ...  May  10,  1973,  emergency;  Mar.  1.  1978,  reg¬ 
ular,  Mar.  1.  1978,  suspended. 

Upper  Darby,  township  of _ Dec.  10,  1971,  emergency;  Mar.  1,  1978.  reg¬ 

ular,  Mar.  1, 1978,  suspended. 

Dec.  27,  1973,  emergency;  Mar.  1,  1978,  reg¬ 
ular;  Mar.  1. 1978,  suspended. 

Bucks .  Warminlster,  township  of. _ Oct.  4,  1973,  emergency.  Mar.  1,  1978,  regu¬ 

lar.  Mar.  1, 1978,  suspended. 

Lehigh .  Whitehall,  township  of . Mar.  16,  1973,  emergency;  Mar.  1,  1978,  reg¬ 

ular:  Mar.  1, 1078,  suspended. 

Williamsburg,  borough  of . Aug.  7,  1973,  emergency;  Mar.  1,  1978,  regu-  Nov.  30.  1973, 

Ian  Mar.  1,  1978,  suspended.  May  21, 1976 

Sumter,  city  of . Dec.  11.  1973.  emergency.  Jime  21,  1974,  June  21,  1974, 

regular.  Mar.  1,  1078,  suspended.  Apr.  16,  1976 


Apr.  13, 1974, 
Mar.  28. 1075 
June  14.  1974, 
June  18.  1976 
Mar.  1,  1978 

Apr.  5.  1974. 
June  25.  1976 
Dec.  17. 1973, 
Aug.  30.  1976 
Sept.  14. 1973 

Apr.  12. 1974 

Nov.  30.  1973, 
Apr.  30. 1976 
Oct.  12.  1973 

June  7,  1974, 
July  2.  1076 
Nov.  30. 1973, 
July  23. 1976 
Jan.  16.  1074, 
Nov.  7. 1975 
Apr.  5. 1974 


Delaware............ 


Montgomery .  Upper  Gwynedd,  township 

of. 


Blair.. 


Jan.  16. 1074, 
June  16.  1076 
June  14. 1974, 
July  30.  1976 
Jan.  0. 1974 

Jan.  0. 1974, 
Jan.  23.  1976 


390348^A 

390317-B 


415588 

410017-B 


410034-B 

415593-C 


42074a-B 

420459-B 


420517-A 


420702-B 
4205 18-B 


420522-A 


420956-B 

420990-A 


420595-B 

420165-B 


450184-A 


Tennessee . . . 

Texas . . . 

....  M«non _ _ 

....  Jasper,  town  or . 

....  Haltom  City,  city  of ......... 

. jury  90.  iin  1.  emergency;  reo.  20.  i07z.  reg-  yeo.  20.  xirrx 

ular.  Mar.  1, 1978,  suspended. 

. Jan.  14. 1972,  emergency,  Feb.  1.  1978,  regu-  June  28, 1974 

lar.  Mar.  1. 1978,  suspended. 

480599-A 

510030-B 

Do . 

ular;  Mar.  1, 1978,  suspended. 

. .  .Tan.  IS,  1974,  emergency;  Mar.  1,  1978,  reg-  May  10,  1974, 

510191-B 

Wuhlngton ................... _ _ 

............... 

....  Ocean  Shores,  city  of ...... 

ular.  Mar.  1, 1978,  suspended.  Oct.  15, 1976 

. Feb.  12.  1974,  emergency;  Mar.  1.  1978,  reg-  June  21. 1974, 

ular;  Mar.  1, 1978,  suspended.  June  4, 1976 

. Apr.  29.  1975,  emergency:  Feb.  15,  1978,  reg-  Nov.  22, 1974 

530065-B 

540247-A 

ular;  Mar.  1, 1978,  suspended. 

340325-B 

ular.  Mar.  1,  1978,  suspended. 

(National  Flood  Insurance  Act  of  1968  (title 
XIII  of  the  Housing  suid  Urban  Develop¬ 
ment  Act  of  1968);  effective  Jan.  28, 1969  (33 
FR  17804,  Nov.  28,  1968),  as  amended,  42 
U.S.C.  4001-4128;  and  Secretary’s  delegation 
of  authority  to  Federal  Insurance  Adminis¬ 
trator  (34  FR  2680,  Feb.  27,  1969)  as  amend¬ 
ed  39  FR  2787,  Jan.  24,  1974.) 

Issued:  February  17, 1978. 

Patricia  Roberts  Harris, 

Secretary, 

[FR  Doc.78-6863  FUed  3-16-78;  8:45  am] 


[4210-01] 

[Docket  No.  FI-3933] 

PART  1914— COMMUNITIES  ELIGIBLE 
FOR  THE  SALE  OF  INSURANCE 

Status  of  Participating  Communitios 

AGENCY:  Federal  Insurance  Adminis¬ 
tration,  HUD. 


ACTION:  Final  rule. 

SUMMARY:  This  rule  lists  communi¬ 
ties  participating  in  the  National 
Flood  Insurance  Program  (NFIP). 
These  communities  have  applied  to 
the  program  and  have  agreed  to  enact 
certain  flood  plain  management  mea¬ 
sures.  The  communities’  participation 
in  the  program  authorizes  the  sale  of 
flood  insurance  to  owners  of  property 
l(x;ated  in  the  communities  listed. 

EFFECTIVE  DATE:  The  date  listed  in 
the  fourth  column  of  the  table. 

ADDRESSES:  The  addresses  where 
flood  insurance  policies  can  be  ob¬ 
tained  are  published  at  24  CFR  1912.7. 

FOR  FURTHER  INFORMATION 
CONTACT: 

Mr.  Richard  Krimm,  Assistant  Ad¬ 
ministrator,  Office  of  Flood  Insur¬ 
ance,  202-755-5581  or  toll  free  line 


800-424-8872,  Room  5270,  451  Sev¬ 
enth  Street  SW.,  Washington,  D.C. 

20410. 

SUPPLEMENTARY  INFORMATION: 
The  Flood  Disaster  Protection  Act  of 
1973  (Pub.  L.  93-234),  amended,  re¬ 
quires  the  purchase  of  flood  insurance 
as  a  condition  of  Federal  financial  as¬ 
sistance  of  insurable  property  if  such 
assistance  is: 

(1)  For  acquisition  and  construction 
purposes  as  defined  in  Part  1909  of 
Title  24  of  the  Code  of  Federal  Regu¬ 
lations  and 

(2)  For  property  located  in  a  special 
flood  hazard  area  identified  by  the 
Secretary  of  Housing  and  Urban  De¬ 
velopment. 

The  requirement  applies  to  all  iden¬ 
tified  special  flood  hazard  areas  within 
the  United  States,  and  no  such  finan¬ 
cial  assistance  can  legally  be  provided 
for  acquisition  or  construction  except 
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as  authorized  by  section  202(a)  of  the 
Act  unless  the  community  has  entered 
the  program.  Accordingly,  for  commu¬ 
nities  listed  under  this  Part  no  such 
restriction  exists,  although  insurance, 
if  required,  must  be  purchased. 

Flood  insurance  policies  for  property 
located  in  the  communities  listed  can 
be  obtained  from  any  licensed  prop¬ 
erty  insurance  agent  or  broker  serving 
the  eligible  conmumity,  or  from  the 


National  Flood  Insurers  Association 
(NFIA)  servicing  company  for  the 
State. 

The  Federal  Insurance  Administra¬ 
tor  finds  that  delayed  effective  dates 
would  be  contrary  to  the  public  inter¬ 
est.  The  Administrator  also  finds  that 
notice  and  public  procedure  vmder  5 
U.S.C.  S53(b)  are  impracticable  and 
unnecessary. 


In  each  entry,  a  complete  chronolo¬ 
gy  of  effective  dates  appears  for  each 
listed  community.  The  entry  reads  as 
follows: 

Section  1914.6  is  amended  by  adding 
in  alphabetical  sequence  new  entries 
to  the  table. 


§  1914.6  List  of  Eligible  Communities. 


State 

County 

liocatlon 

EffecUve  date  of  authorization  of  sale  of  Hazard  area 
flood  Insurance  for  area  Identified 

Community 

No. 

• 

• 

•  a 

• 

Dec.  27, 1977,  emergency 

• 

_  Sept.  19.  1976 

• 

190492 

. .  _.  Sept.  26,  1975 

190737 

260429 

_  Nov.  6, 1976 

310334 

380257 

_ July  30. 1976 

400366 

rift 

_  Aug.  2, 1974 

400140 

TVi 

June  4. 1976 
_  Aug.  13. 1976 

400398 

• 

• 

•  • 

• 

Dec.  19, 1977,  emergency.... 

• 

_  ...  ..  .  Mar.  8.  1974 

• 

010047 

......do . . 

Aug.  6.  1976 

090073-A 

Nov.  26.  1976 
Nov.  23.  1973 

380067-A 

Mar.  26.  1976 
. .  June  28.  1974 

340324-A 

Aug.  13.  1976 
.  Apr  12.  1974 

890093-A 

May  21.  1976 
_  _.  May  11. 1973 

400053 

_  Mar.  22, 1974 

420949 

rwz 

_ _ Apr.  27, 1973 

420195-A 

nn 

June  11. 1976 
. . .  Mar.  22. 1974 

421031 

. .  Apr.  13. 1973 

440020 

. . .  May  3, 1974 

480617-A 

July  23. 1976 

(National  Flood  Insurance  Act  of  1968  (Title 
Xin  of  the  Housing  and  Urban  Develop¬ 
ment  Act  of  1968);  effective  Janiuuy  28, 
1969  (33  FR  17804,  November  28,  1968),  as 
amended  (42  U.S.C.  4001-4128);  and  Secre¬ 
tary’s  delegation  of  authority  to  Fedend  In¬ 
surance  Administrator.  34  FR  2680,  Febru¬ 
ary  27, 1969,  as  amended  (39  FR  2787,  Janu¬ 
ary  24. 1974).) 

Issued:  January  26, 1978. 

Patricia  Roberts  Harris, 
Secretary. 

IFR  Doc.  78-6862  Filed  3-16-78;  8:45  am] 


[4210-01] 

[Docket  No.  FI  3934] 

PART  1915— IDENTIFICATION  AND 
MAPPING  OF  SPECIAL  HAZARD 
AREAS 

List  of  Communities  with  Spedol  ' 
Hazord  Areas 

AGENCY:  Federal  Insurance  Adminis¬ 
tration.  HUD. 

ACTION:  Pinal  rule. 

SUMMARY:  This  rule  identifies  com¬ 
munities  with  areas  of  special  flood, 
mudslide,  or  erosion  hazards  as  autho¬ 
rized  by  the  National  Flood  Insurance 
Program  (NFIP).  The  identification  of 


these  areas  is  to  provide  guidance  to 
communities  on  the  reduction  of  prop¬ 
erty  losses,  by  the  adoption  of  appro¬ 
priate  flood  plain  management,  and 
other  measures  to  minimize  damage.  It 
will  enable  communities  to  guide 
future  construction,  where  practicable, 
away  from  locations  which  are  threat¬ 
ened  by  flood  or  other  hazards. 

EFFECTIVE  DATES:  April  17, 1978. 

FOR  FURTHER  INFORMATION 
CONTACT: 

Mr.  Richard  Krimm,  Assistant  Ad¬ 
ministrator,  Office  of  Flood  Insur¬ 
ance.  202-755-5581  or  toll-free  line 
800-424-8872,  Room  5270,  451  Sev¬ 
enth  Street  SW..  Washington,  D.C. 
20410. 

SUPPLEMENTARY  INFORMATION: 
The  Flood  Disaster  Protection  Act  of 
1973  (Pub.  L.  93-234),  as  amended,  re¬ 
quires  the  purchase  of  flood  insurance 
as  a  condition  of  Federal  financial  as¬ 
sistance  of  insurable  property  if  such 
assistance  is: 

(1)  For  acquisition  and  construction 
purposes  as  defined  in  Part  1909  of 
Title  24  of  the  Code  of  Federal  Regu¬ 
lations  and 

(2)  For  property  located  in  a  special 
flood  hazard  area  identified  by  the 
Secretary  of  Housing  and  Urban  De¬ 
velopment. 


One  year  after  the  identification  of 
the  community  as  flood  prone,  the  re¬ 
quirement  applies  to  all  identified  spe¬ 
cial  flood  hazard  areas  within  the 
United  States,  so  that,  after  that  date, 
no  such  financial  assistance  can  legal¬ 
ly  be  provided  for  acquisition  and  con¬ 
struction  in  these  areas  unless  the 
community  has  entered  the  program. 

This  SO-day  period  does  not  super¬ 
sede  the  statutory  requirement  that  a 
community,  whether  or  not  participat¬ 
ing  in  the  program,  be  given  the  op¬ 
portunity  for  a  period  of  6  months  to 
establish  that  it  is  not  seriously  flood 
prone  or  that  such  flood  hazards  as 
may  have  existed  have  been  corrected 
by  floodworks  or  other  flood  control 
methods.  The  6  months  period  shall 
be  considered  to  begin  April  17.  1978. 
Similarly,  the  1  year  period  a  commu¬ 
nity  has  to  enter  the  program  under 
section  201(d)  of  the  Flood  Disaster 
Protection  Act  of  1973  shall  be  consid¬ 
ered  to  begin  April  17,  1978. 

This  identification  is  made  in  accor¬ 
dance  with  Part  1915  of  Title  24  of  the 
Code  of  Federal  Regulations  as  autho¬ 
rized  by  the  National  Flood  Insurance 
Program  (42  UJ5.C.  4001-4128). 

Section  1915.3  is  amended  by  adding 
in  alphabetical  sequence  a  new  entry 
to  the  table: 

§  1915.3  List  of  communities  with  speciaf 
hazard  areas  (FHBMs  in  effect). 
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Community  name  Program  Effective  date 

State  Cotmty  and  number  of  Community  and  Inland  or  Hazard  Identification  of  this  map  Local  map  repository 

panels  Na  and  suffix  change  coastal  F/M/B  date(s)  action 

code 


Unincorporated 

areas. 

Miller  County 

050451.  A.... 

...  N-8 . 

I 

(01-10,  12-47). 

California . 

Fresno . 

....  City  of  Fresno 

060048,  A.... 

...  E-8.  9.  11. 

I 

(0002-0007). 

12,  14. 

Do . - 

Unincorporated 

Inyo  County 

060073,  A.... 

...  E-8,  10. 

I 

areas. 

(0002-0003, 

0009-0011, 

0015-0016, 

0018,  0021, 

0023,  0027, 
0034-0037, 
0042-0045, 
0047-0048, 

0051,  0055- 
0057,  0059- 
0064,  0066, 
0068-0070, 

0073,  0075- 
0077,  0080, 

0082.  0084- 
0088,  0090, 
0092-0093. 
0095-0099. 
0101-0102, 

0104,  0106, 
0108). 

11,  12. 

220001,  A.... 

R-.5 

I 

(01-46). 

Do . _...... _ 

220363.  A .... 

...  N-5 . 

I 

(0001-0014). 

Do . . 

225202  A.... 

...  E-5 . . 

c 

Parish  (01-46. 
47-104). 

300157  A.... 

...  N-6 . 

I 

(0001-0010. 

0012-0042. 

Nebraska . 

....  Madison  County 

310455  A . 

...  E-5 . 

I 

(0001-0006). 

Nevada . . . 

320033.  A  ... 

...  N-5 . 

I 

(00(>l-0003, 

0005). 

New  Hampshire... 

Strafford . 

....  Town  of 

330222.  A.... 

...  N-11,  12... 

I 

Middleton 

(0001-0002). 

New  Mexico . . 

Unitux>rporated 

Dona  Ana 

350012  A.... 

...  E-9.  10, 

I 

areas. 

County  (0002. 

0004-0010, 

0013-0042). 

11.  12. 

400488.  A..... 

,..  N-5,  9 . 

I 

County  (0001- 
0011). 

Do . 

400484,  A . 

..  N-6 . 

I 

(0001-0020).  ' 

Do . . 

. 

...  Pontotoc  County 

400495.  A . 

...  N-5 . 

I 

(0001-0010). 


P  Jan.  10.  1978  Jan.  10,  1978 


F  Oct.  18,  1974  . do.~.-„.. 


P  Jan.  10,  1975  . do. 


Hon.  Sam  F.  Rose,  County 
Judge.  Office  of  the 
County  Judge,  County 
Courthouse,  Texarkana, 
Ark.  75501.  501-774-3256. 

.MC...J...L.  Randall.  Deputy 
Director,  Plainning  and  In¬ 
spection  Department,  2326 
F^'esno  Street,  Fresno, 
Calif.  93721.  209-488-1591. 

.Mr.  Roger  D.  Glidden,  Asso¬ 
ciate  Director.  Department 
of  Public  Works,  Drawer 
Q,  Independence,  Calif. 
93526,  714-878-  2411. 


F  Jan.  10,  1978  . do . Mr.  Aaron  L.  Cart.  Presi¬ 

dent,  Office  of  the  Police 
Jury,  Parish  Courthouse, 
Crowley.  La.  70526.  318- 
783-3107. 

P  . do . do . Mr.  Jerrell  Burch,  President, 

Office  of  the  Police  Jury, 
Parish  Courthouse,  Mans¬ 
field.  La.  71052.  318-872- 
0738. 

F  May  8,  1971  do . Mr.  Thonias  M.  Barker. 

President.  Office  of  the 
Police  Jury,  P.O.  Box  507, 
Thibodaux.  La.  70301.  504- 
532-2931. 

F  Jan.  10,  1978  . do . Mr.  Leo  K.  Collar.  Chair¬ 

man,  Board  of  County 
Commissioners.  County 
Courthouse.  Libby.  Mont. 
59923,  408-293-7781.  Ext. 
211. 

F  . do . do . Mr.  Paul  Terry.  Chairman. 

Board  of  County  Commis¬ 
sioners,  County  Court¬ 
house,  Madison,  Nebr. 
68748,  402-454-2726. 

F  . do . do . Mr.  Henry  Bland.  Chairman, 

Board  of  County  Commis¬ 
sioners,  County  Court¬ 
house,  Virginia  City,  Nev. 
89440,  702-847-0577. 

F  Jan.  31,  1975  . (to . Mr.  Milton  E.  Rich,  Chalr- 

■  man.  Office  of  Selectmen, 

R.F.D.  1.  MidiUeton,  N.H. 
03887,  603-473-2358. 

F  Jan.  3.  1975  do . Mr.  George  R.  Biel,  Chair¬ 

man.  Board  of  County  Ad¬ 
ministrators,  County 
Courthouse,  Las  Cruces,  N. 
Mex.  88001,  505-523-5634.* 

F  Jan  10.  1978  do . Mr.  Leon  Carlile,  Chairman. 

Board  of  County  Commis¬ 
sioners,  County  Court¬ 
house.  Tahlequah,  Okla. 
74464,  018-456-4121. 

F  . do . do . Mr.  Jack  Craig.  Chairman, 

Board  of  County  Commis¬ 
sioners,  County  Court¬ 
house.  Poteau,  Okla. 
74953,  918-647-2627. 

F  . do . do . Mr.  Johnnie  J.  Boring, 

Chairman,  Board  of 
County  Commissioners, 
County  Courthouse,  Ada, 
Okla.  74820,  405-332-1428. 
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State 

County 

South  Dakota — 

..  Unincorporated 

AreAS. 

Do _ 

^ _ 

Do _ — - 


Pn 

Do . 

Do,--, . 

Do _ 

Dtoh  . .  Emery  _ _ 

Do~~. _ - .  Dnlneorpomted 

areas. 

Do . j&o _ _ _ 


Alabama .  Cavlnston . 

Do . Dnineorporated 

areas. 

Do _  Dekalb . 

Do . .  Baldwin . 

Florida. .  Citrus _ _ 

Do .  Unincorporated 

areas. 

Do  — . jdo  _ _ 


Community  name 
and  number  of 
panels 


Beadle  County 
(0001-0016). 


Charles  Mix 
County  (0001- 
0005). 


Hughes  County 
(0001-0010). 


Spink  County 
(0001-0015). 


Hutchinson 
Comity  (0001- 
0012). 


Kinney  County 
(0001-0018). 


Randall  County 
(0001-0012). 


▼an  Zandt 
County  (0001- 
0011). 


City  of  Castle 
Dale  (0001). 

Garfield  County 
(0001-0003. 
0005-0007, 
0010-0011, 
0015,  0018- 
0021,  0024, 
0026-0037. 
0030-0043). 
Kane  County 
(0001-0009, 
0011-0016. 
0018-0037. 
0039-0044). 

aty  Of 

Andalusia  (01- 
10). 

Coffee  County 
(0001A-0008A). 


Town  of 
Geraldine  (01- 
06). 

Town  of 
Summerdale 
(01). 

City  of  Inverness 
(01-04). 

Liberty  County 
(0001A-0014A). 


Taylor  County 
(0001A-0017A). 


Program 

Community  and 
No.  and  suffix  change 
code 

460251,  A .  N-5 . 

460257,  A _  K-5 _ 

460271,  A _ N-5,  9 . 

460076.  A _  N-5 . 

480373.  A _ N-9,  10, 

IL  12. 

481176,  A _ N-5 . 

480532,  A _  N-5 . 

481040,  A.......  N-5 . 

490059.  A _  E-5 _ 

490065,  A. _  E-6 _ 


490083.  A .  B-5.  9.... 


010331,  A _  N-5 . 

010239 _ _  N-IO,  11. 

12.  14. 

010356,  A......  N-5 . 

010328,  A _  K-5v . 

120348,  A _ £-5- . 

120148 -  N-6 . 

120302 _ B-IO,  11, 

12.  14. 


1  IdentifIcaUon 
date(8) 

Effective  date 
of  this  map 
atition 

Local  map  repository 

Jan.  10.  1078 

Jan  10. 1978 

Mr.  Jerald  Micheel,  Chair- 

man.  Board  of  County 
Commissioners,  County 

Courthouse,  Huron,  S. 
Dak.  57350.  605-352-8436. 
.Mr.  Albert  Svatos,  Chair- 

man.  Board  of  County 
Commissioners.  County 

Courthouse,  Lake  Andes, 
8.  Dak.  67356,  605-487- 
7230. 

.Mr.  D.  J.  Hull,  Chairman. 

\ 

Board  of  County  Commis¬ 
sioners,  County  (Tourt- 
taouse,  Pierre,  S.  Dak. 
57501,  605-224-2181. 

.Mr.  CecU  H.  Gilbert,  Chair- 

Feb.  7.  1975 

man.  Board  of  County 
Commissioners,  County 

Courthouse,  Redfield,  8. 
Dak.  57469,  605-472-1825. 
.■on.  Robert  Mason  Carp. 

Jan.  10.  1978 

. do . 

Couaity  Judge,  Office  of 
the  County  Judge,  County 
Courthouse,  8tlnnett,  Tex. 
79083.  806-878-2801. 

.Hon.  Tommy  Seargeant. 

County  Judige,  Office  of 
the  County  Judge,  County 
Courthouse,  BrackettvlUe, 
Tex.  78832,  512-563-2401. 
.Hon.  Woody  Pcmd,  County 

Judge.  Offkx  of  the 
County  Judge.  County 
Courthouse,  Canyon.  Tex. 
79015,  806-655-3251. 

County  Judge.  Offiee  oi 
the  County  Judge,  County 
Courthouse,  Canton,  Tex. 
75103.  214-567-4071. 

.Hod.  Doyle  Barney.  Mayor, 

City  Han.  Castle  Dale. 
Utah  84513,  801-748-2115. 
.Mr.  Jay  Proctor,  Chairman, 

Board  of  County  (Commis¬ 
sioners,  County  Court¬ 
house.  Pangultch,  Utah 
84759,  801-676-2327. 

Jan.  13,  1978 

Jan.  13. 1978 

(niairman.  Board  of 

(County  Commissioners, 

(County  (Courthouse, 

Kaaab,  Utah  84741,  801- 
644-2458. 

(Chalmers  Bryant,  Mayor. 

Jan.  17, 1975 

P.O.  Box  429.  Andalasia, 
Ala.  36420.  205-222-3311. 
.JOinas  L.  Sawyer,  Probate 

Jan.  13.  1078 

Judge,  P.O.  Box  306. 
(County  (Courthouse,  Elba, 
Ala.  36323. 

.C.  C.  Lowrey,  'Mayor,  P.O. 

Box  71,  Geraldine,  Ala. 
36074.  205-669-4327. 

. do . 

. do . . 

Box  148,  Bummerdale,  Ala. 
36580.  205-989  -6202. 

.Elfred  Lassiter,  Mayor,  P.O. 

. do . 

Box  337,  Inverness,  Fla. 
32650. 

.Richard  Phillips,  Chairman, 

F  Jan.  10,  1975 


County  Commissioners, 
County  Courthouse.  Bris¬ 
tol.  Fla.  32321.  904-043- 
3115. 

. . Sam  Osteen,  Chairman, 

County  Commisstonera 
County  Courthouse.  P.O. 
Box  620,  Perry,  Fla.  32347, 
004-584-8531. 
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Community  name 

Program 

Elffectlve  date 

sut« 

County 

and  number  of 

Community 

and  Inland  or  Hazard  Identification 

of  this  map 

Local  map  repository 

* 

panels 

No.  and  suffix 

change  coastal  F/M/E  date(8) 

action 

code 

City  of 

Mountain  Park 

130315.  A . 

N-5 . 

I  F  Jan.  13.  1978 

Jan.  13. 1978 

Joyce  Ayres.  Mayor,  Route 
No.  1.  Roswell.  Ga.  30075. 

Cherokee. 

(01). 

404-633-3311. 

Do . . 

Dnincorpors  ted 

Oconee  County 

1304S3 . 

E-5 . 

I  P  . do . 

areas. 

(0001A-0003A). 

0 

County  Commissioners. 

P.O.  Box  145,  WatklnsvUle, 
Ga.  30677.  404-769-5120. 

Illinois . 

St.  CUlr . 

170622.  A . 

P,-5 . 

I  p  . do . 

Centrevllle 

Bond  Ave.,  CentervlHe.  Ill. 

(01-03). 

62207.  618-332-1021. 

Do . . 

Unincorporated 

areas. 

Pranklin  County 
(OOOlA-OOoeA), 

170809 . 

N-5 . 

I  p  . do . 

County  Board,  County 
Courthouse.  Benton,  lU. 
62812.  618-439-3751. 

Do . 

. do«« . 

170341 . 

E-10.  11. 

I  P  Peb.  21,  1975 

. do . 

.Robert  Cherry,  Chairman, 

(OOOIA  0006A). 

12.  14. 

County  board.  Route  No. 
2,  Box  SO.  Oswego.  lU. 
60543.  312-554-3511. 

Do _ _ 

Cook  and  Will . 

170169.  A . 

E-8.  11. 

I  P  May  17,  1974 

.Prank  W.  German.  Village 

Park  (Oi-OS). 

12.  14. 

Clerk,  17355  68lh  Court, 
Tlnley  Park,  lU.  60477. 
312-532-7700. 

Unincorporated 

areas. 

Clinton  County 
(0O0iA-00O4A) 

180020 . 

E-10.  11. 

I  P  Dec.  13,  1974 

. do . 

-Clyde  C.  Johnson,  President, 

12.  14. 

County  Commissioners. 
County  Courtrouse, 

Pranafort.  Ind.  46044,  317- 
654  8529. 

270091 . 

E-5 . 

I  F  Jan.  13.  1978 

. do . 

.Donald  O  Brl^  Chairman. 

County 

County  Courthouse,  Brain- 

(OOOIA  OOOOA, 

erd.  Minn.  56401.  218  829- 

0008A  0011  A. 
0013A-0014A). 

1726. 

Do _ _ 

...»  City  of 

270175, A . 

N-6 . 

I  P  . do . 

.Eli  zabeth  Reed,  Mayor, 

Mlnnetrista 

Route  No.  2.  Box  738K, 

(01-12). 

Mound.  Minn.  55364,  612- 
472-3484. 

Unincorporated 

areas. 

280224 . 

E-6 . 

I  ■  P  . do . 

■R.  N.  McElroy,  President, 

County 

Board  of  Superrisors.  P.O. 

(OOOIA  0009A). 

Box  1945,  Meridian,  Miss. 
39301.  601-6&3-3951. 

riA 

280275 . 

N-5 . 

I  P  . do . 

.L  M.  Halbert,  President. 

(0001A-0012A). 

Board  of  Supervisors, 
County  Courthouse.  Aber¬ 
deen,  Miss.  39730,  601-369- 
8143. 

Do . 

. do.». . 

280233 . 

E-S . 

I  P  . do . 

•  Paul  D.  Johnson.  President, 

(0001 A-0008A). 

Board  of  Supervisors, 
County  Courthouse.  New 
Augusta,  Miss.  39462.  601- 
964-3218. 

Do . . 

280238 . 

N-10,  11, 

I  F  Dec.  20.  1974 

. do . 

.Artiss  Lay,  President.  Board 

(OOOIA  00(2A). 

12,  14. 

of  Supervisors.  County 
Courthouse.  Waynesboro, 
Miss.  39367.  601-735-3285. 

340484,  A . 

E-5 . 

I  F  Jan.  13.  1976 

.William  Hobokan,  Mayor. 

Hackettstown 

315  Wa.shington  St..  Hack- 

(01-02). 

ettstown.  N.J.  07840.  301- 
852-3130. 

York . . 

360041 . 

E-11.  12. 

I  P  June  28, 

.Richard  N.  Pinch,  Town  Su- 

Colesville 

14. 

1974.  Apr. 

pervlsor,  R.D.  No.  2,  Har- 

(OOOIC-OOOSC). 

18.  19V6; 

pursviUe.  N.Y.  13787,  607- 

Aug.  6, 

1978 

893-1774. 

Do . 

360873  R . 

N-11 . 

I  P  Nov.  5.  1976 

.William  K.  Del*rm.  Town 

(Ol-ll). 

Supervisor,  Hague,  N.Y. 
12836.  518-543  6663. 

no . 

36134.4,  a . 

E-9 _ 

I  P  May  31.  1974: 

.Janet  Mayer.  City  Clerk,  Vil- 

Middleburgh 

Sept.  12. 

lage  Hall,  Middleburgh. 

(01). 

1975:  Sept. 
10.  1976 

N.Y.  12122.  518-827-5143. 

nn  . 

360116.  C . 

E-9 . 

I  P  May  31.  1974; 

•  Kermlt  Huttar,  Chairman. 

Montesuma 

June  11, 

Planning  Board.  P.O.  Box 

(01-07). 

1976;  Feb. 

375,  Montezuma,  N.Y. 

18.  1977 

13117.  31.5-967-4204. 

North  Carolina .... 

370108.  A 

E-S . 

I  P  Jan.  13.  1978 

Hugh  M.  Curru.  Major.  Col- 

(01-06). 

lege  Street.  Oxford,  N  C. 
75565,  919-693-7414. 

370347 

N-6 . 

I  P  . do . — 

Revls  L.  Carver.  Mayor,  P.O. 

(do01A-0003A). 

Box  128.  Roxboro.  N  C. 
27S73.  919-599-3116. 

narkp . 

300684,  A 

N-6 . 

I  F  . do . . 

Norman  C.  Irelan.  Mayor, 

Arcanum  (01). 

104  West  South  St..  Arca¬ 
num.  Ohio  45304.  513-892- 
8263. 

n« . , 

Unincorporated 

areas. 

Brown  County 
(0001A-0007A). 

390034 . 

E-6 . 

I  P  . do . 

. 

Steve  Bmst,  Chairman. 

County.  Coaomissioners, 

County  CourtnouM. 

OcoFRetown.  Ohio  45121, 
613-378-3956. 
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State 

County 

Ohio _  _ — 

Unincorporated 

areas. 

Do _ 

Do _ 

Tnunbull _ _ 

Do _ 

Unincorporated 

areas. 

Do . . . 

Ohio . . 

Brown _ 

Do  . . 

Unincorporated 

areas. 

Do.„ . . 

Do . 

South  Carolina _ 

Richland  and 
Lexington. 

MeiSB . - . 

Do . . — 

Do . -.. 

Unincorporated 

areas. 

Do . . - 

West  Virginia _ 

Unincorporated 

areas. 

Iowa . . 

Unincorporated 

areas. 

New  Mexico _ 

Quay......——...—..- 

North  Dakota. . 

Mercer _ 

Community  name  Program 

and  number  of  Community  and 
panels  No.  and  suffix  change 
code 


Defismce  County  390143 _ _  N-6.. 

(OOOIA -0006A>. 


aty  of  liOcUand  390323,  A _ N-10, 11, 

(01).  12, 14. 


VlUageof  390812 _  N-5.. 

Lordstown 

(0001A-0002A). 

Meigs  County  390387 _  K-5.. 

(0001A-0007A). 


Sandusky 

County 

(0001A-0006A). 


Village  of 
Sardinia  (01). 


Stark  County 
(0001A-0008A). 


Township  of 
Portage  (01- 
08). 

Township  of 
Tioga  (01-12). 


Township  of 
Upper 
Fairfield 
(OOOIA). 

Toan  of  Irmo 
(01-02). 

Town  of  Decatur 
(01-04). 


City  of  LobelvlUe 
(01-11). 


Overton  County 
(0001A~0006A). 


Town  of 
TlptonviUe 
(OOOIA). 

Barbour  County 
(OOOIA-OOOSA). 


City  of  Chandler 
(06.  10). 


390789.  A., 

390780. _ 


„..  N-5... 

_.  E-5.- 


421444,  A. 


N-5 _ 


420828,  B _  E-12,14.„ 


420660, 


E-5 _ 


450133,  B„ 
470134,  B- 

470146,  A- 
470362. _ 


K-8.  11. 

12.  14. 


E-9..- 


.„.  N-5.. 

....  N-6.. 


470350.. _ 

540001 _ 


B-6 _ 


....  E-IO,  11. 
12.  14. 


040040.  B _  E-11.  13, 


aty  of  South  065062,  A .  E-11,  12. 

San  Francisco  14. 

(01-02.  07-08). 


Madison  County  190887.  A.. N-5,  0.. 
(0001-0006). 


(01-60). 


aty  of  350048,  B _ E-8,  9.  11, 

Tuciuncari  (01-  12. 

04). 

aty  of  Oolden  380175.  A _  N-11. 14... 

VaUey  (01). 


Effective  date 

Inland  or  Hazard  Identification  of  this  map  Local  map  repository 
coastal  F/M/E  date(s)  action 


I 

I 

I 

I 


landC 


C 


I 


I 


I 


I 


F  Jan.  13,  1978  Jan.  13. 1978  Sylvester  Lenhart.  Chair¬ 
man,  County  Commission¬ 
ers,  Courthouse,  Defiance, 
Ohio  43512,  419-782-4761. 

F  Feb.  15. 1974  . do . Raymond  A.  Bauer,  Mayor, 

aty  HaU,  Lockland.  Ohio 
45215,  513-761-1134. 

F  Jan.  13.  1978  . do . Osta  Crass,  Mayor,  1455  Salt 

Springs  SW.,  Lordstown, 
Ohio  44481. 

F  . do . do . Henry  Wells,  Chairman, 

County  Commissioners, 
County  Courthouse,  Pom¬ 
eroy,  Ohio  45769,  614  992- 
3895. 

F  . do . do . Edward  J.  Sours,  Chairman, 

County  Commissioners, 
100  North  Park  Ave.,  Fre¬ 
mont,  Ohio  43420,  419- 
332-6411. 

F  . do...„. . . Gloria  Spomhaver,  Mayor. 

Village  HaU,  Sardinia, 
Ohio  45171,  S13-446-363& 

F  . do . do . Joseph  A  Murrett,  County 

Engineering  Company 
Offtoe  Buildlng.Canton, 
Ohio  44702  216-454-5651. 

F  . do . do . - . Steve  Havrilak,  Chairman, 

Township  Supervisors,  807 
Luther  Ave.,  Portage,  Pa. 
15946,  814-736-8360. 

. do..„ . --.Robert  J.  Biair,  Executive 

Director.  P.O.  Box  176, 
Lawrenceville,  Pa  16929, 
717-827-2117. 

. .  Hunter,  Chairman, 

Township  Supervisor,  R.D. 
No.  8,  MontoursvUle,  Pa 
17754,  717-436-0426. 

. da . Fonnan  Tounginer,  Mayor, 

P.O.  Box  124.  Irmo,  8.C. 
29063,  803-781-2547. 

. do . William  M.  Buchanon, 

Mayor,  P.O.  Box  83,  Deca¬ 
tur,  Tenn.  37322,  612-334- 
5716. 

. do _ BiU  Sharp.  Mayor.  P.O.  Box 

366,  liObelvUle,  Term. 
37097,  615-593-2040. 

. do . . n«d  White,  County  Judge, 

205  North  Church  St..  Uv- 
Ingston,  Tenn.  38570,  615- 
823-5418. 


F  . do . . ^  II, . Jerry  Don  Tates.  Mayor,  130 

South  Ct.,  TiptonvUle, 
Tenn.  38079,  001-253-7111. 

F  Nov.  15, 1974  . do - -James  F.  Stemple,  President, 

County  Commisslonera 
P.O.  Box  310,  PhUUpe,  W. 
Va  26416,  304-457-2544. 


F  May  24.  1977  Jan.  17. 1978  Mr.  L.C.  Johnson,  aty  Engi¬ 
neer.  PubUc  Works  De¬ 
partment,  Municipal 
Building.  P.O.  Box  248,  200 
East  Commonwealth  Ave., 
C:handler,  Aria  85224,  602- 
963-0111,  Ext.  227 


F  Jan.  10,  1975  . do....««n,..-Mr.  Frank  J.  Addlego,  Direc¬ 

tor  of  Public  SerWcea  aty 
HaU.  400  Orand  Ave., 
South  San  Francisca 

Calif.  94080,  415-873-8000. 

F  Jan.l7,  1978  . do . - . Mr.  Elton  Hammoas,  (%alr- 

man.  Board  of  County 
pervlaors.  County  Court¬ 
house.  Wlnterset,  Iowa 

50273,  515-462-3914. 

F  . do . do _ _ Hem.  Hugh  McCane.  Presid¬ 

ing  Judge,  County  Court¬ 
house,  Union,  Mo.  63084, 
314-583-5844. 

F  June  28,  1974  . do . - . Mr.  Hugh  R.  RUey,  Deputy 


aty  Manager,  P.O.  Box 
1188,  Tucumcari,  N.  Mex. 
88401,  506-A61-3451. 

F  June  27,  1975  . da . Hon.  Arnold  Erbstocsser, 

Mayor,  aty  HaU.  Golden 
VaUey,  N.  Dak.  58541,  701- 
983-4642.. 


F  Feb.  8.  1974; 
Jan.  7.  1977 


F  Jan.  13,  1978 


F  May  17.  1974: 
Apr.  30, 
1976 

F  June  14, 

1974.  Mar. 
11, 1977 

F  Jan.  13.  1978 
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SUte 

County 

Community  name  Program 

and  number  of  Commiuilty  and  Inland  or  Hazard  Identification 

panels  No.  and  suffix  change  coastal  F/M/E  date(s> 

code 

Effective  date 
of  this  map 
action 

Local  map  repository 

North  Dakota. 

.  Sheridan . 

.  atyof 

380109.  A.. 

_  N-11. 14... 

F  Nov.  5.  1976 

Jan.  17. 1978 

Hon.  Alvin  Burg,  Mayor, 

McClusky  (01). 

aty  Hall.  4  McClusky.  N. 

Dak.  58463.  701-363-2216. 

Oklahoma _ _ 

McCurtaln . 

.  Cityofidabel 

400108.  B.. 

_  E-11,  14.„ 

F  Jan.  23.  1974  ^ 

..Hon.  Rex  Helms,  Mayor.  207 

(01-02.  04.  06). 

South  Dentral,  Idabel, 

Okla.  74745.  405-286-7609. 

Texas _ ...... 

.......  Unincorporated  area  Kenedy  County 

481 230.  A... 

_  N-8 _ 

F  Jan.  17. 1978 

. do . 

..Hon.  Lee  H.  Lytton.  Jr.. 

(0001-0022). 

County  Judge,  Office  of 

the  County  Judge,  County 

Courthouse,  Sarita,  Tex. 

78385.  512-294-5224. 

Utah . . 

490058.  A.. 

......  E-5 

F  .. 

iOOOl-OOOZ. 

man.  Board  of  County 

0004-0033. 

Commissioner,  County 

0035-0039. 

Courthouse,  Castle  Dale, 

0042-0046. 

Utah  84513,  801-748-2465. 

0048-0049). 

Alabama . 

.  Bullock  County 

010231....... 

_ _  E-10.  11. 

F  Mar.  28.  1975 

Jan.  20,  1978 

Rufus  Hoffman.  Probate 

( unincorporated 

12.  14. 

Judge,  P.O.  Box  71.  Union 

areas)  (OOOIA- 

Springs,  Ala.  36089.  205- 

0009A). 

738-2250. 

010322 . 

N-5 . 

F  Jan.  20.  1978 

. do . 

..Jimmy  Byars,  Chairman. 

( unincorporated 

County  Board.  Box  70, 

areas  (OOOIA- 

RusseUville.  Ala.  35653. 

0009A). 

205-332-1410. 

Do . . 

010275 . 

.  N-B . 

F  .. 

..Oriville  Vandergriff,  Chair- 

( unincorporated 

man,  Ciiunty  Board. 

areas)  (OOOIA- 

County  Courthouse 

OOlOA). 

Annex.  OuntersvUle,  Ala. 

35976,  205-582-4318. 

Do . _....... 

010182 

.  N-10,  11. 

F  Sent.  IS.  1974 

..Judge  Oober  Benefield. 

County 

12.  14. 

Chairman.  County  Com- 

( unincorporated 

missioners.  Wedowee,  Ala. 

areas)  (OOOIA- 

36278,  205-357-4903. 

0006A). 

- 

120070 

E-5 

F  Jan.  20.  1978 

. do . 

.Marion  Mann,  (Chairman. 

County 

County  Commissioners, 

( unincorporated 

Columbia  County  Court- 

areas)  (OOOIA- 

house.  Lake  City.  Fla. 

0012A). 

32055.  904-752-4242. 

170018 . 

_  E-10,  11. 

P  Jsn.  10.  1975 

.Arthur  Tepen,  Chairman. 

(unincorporated 

12.  14. 

County  Board.  County 

areas)  (OOOIA- 

Courthouse,  Hardin.  lU. 

0006A). 

62407,  618-576-2351. 

Do  . 

120730 

.  K-B . 

F  Jan.  20.  1978 

.Charles  Meqinnes,  Chair- 

County 

man.  County  Board. 

(unincorporated 

County  Courthouse, 

areas)  (OOOIA- 

Eureka,  m.  61530.  309-923- 

0008 A). 

3264. 

180430 . 

,  .  F.-B . 

F  ... 

/Idh 

.Paul  Emstes,  Chairman. 

(unincorporated 

County  Commissioners,  c/ 

areas)  (OOOIA- 

o  County  Auditors  Office. 

0006 A). 

Decatur  County  Court- 

house,  Oreensburg,  Ind. 

47240,  812-663-8223  or  254. 

Do _ _ 

180176 _ 

N-10,  11, 

F  Dec.  20.  1974 

. do . 

.Bryon  O.  Oray.  President. 

(unincorporated 

12.  14. 

County  Commissioners. 

areas)  (OOOIA- 

Morgan  County  Court- 

0006A). 

house,  Martinsville,  Ind. 

46151,  317-342-3391. 

280881 

.  R-B . 

P  Jan.  20.  1978 

.Reinder  Dupon.  Township 

Hope  (OOOIA- 

Supervisor,  RD  No.  1, 

0002A). 

Delton,  Mich.  49046. 

Do . 

nAifA 

260687....... 

_  N-5 

F  .. 

....do . T,n,-T-T- 

.Harry  Person,  Township  Su- 

Mason  ville 

penlsor.  Route  No.  1.  Box 

(0001A-0007A). 

1553.  Rapids  River.  Mich. 

49878,  906-474-6838. 

Nf»w  York  .  . 

381.580 . 

_  E-5 

F  .. 

....do . 

. do . 

.Oail  Shaffer.  Town  Supervl- 

Blenheim 

sor.  Indian  Trail  Road. 

(0002A.  0004A). 

North  Blenheim.  N.T. 

12131,  518-827-6353. 

Do _ 

....«  Columbia . 

361048 _ 

.>..  E-8,  11 _ 

F  Nov.  5.  1976 

.Harry  A.  Pulver,  Mayor,  Vll- 

North  Carolina  Bladen.. 


Do.... _ .......  Transylvania.. 


Ohio _ 


Coshocton  ..„ 


Klnderhook 

(OOOIB). 

Bladen  County  370293 _  N-5 _ 

( unincorporated 
areas)  (OOOIA- 
0013A). 

Transylvania  370230............  E-5 ........ 

County 

(unincorporated 
areas)  (OOOIA- 
0004A.  0006A). 

Coshocton  300765 E-5..„ 

County 

(unincorporated 
areas)  (OOOIA- 
0009A). 


I  F  Jan.  20.  1978  . do.. 


F  . do.. 


lage  Hall,  Klnderhook. 
N.T.  12106.  518-758-7944. 
...W.  O.  Fussell,  Executive  Di¬ 
rector  of  Planning.  Box 
725.  Elizabethtown.  N.C. 
28337.  919-862-2011. 
...liClghton  W.  Martin.  Chair¬ 
man.  County  Commission¬ 
ers,  Administration  Office. 
28  East  Main  St..  Brevard. 
N.C.  28712. 

.Paul  S.  Oardner,  Chairman. 
County  COmmisslonera. 
Courthouse  Aimex.  Co¬ 
shocton.  Ohio  43812.  614- 
622-1753. 
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Oommunlty  name 

State  County  and  number  of 

panels 


Ohio _  Crawford...... - Crawford 

County 

( unincorporated 
areas)  (OOOIA- 
0006A). 

Do _  Fulton _  Pulton  County 

(unincorporated 
areas)  (000 lA- 
OOOOA). 


.  Holmes  County 

(unincorporated 

areas)  fOOOlA- 

0006A). 

Do .  Allen .  Village  of 

Lafayette 

(OOOIA). 


Do _  Perry . . —  Perry  County 


( unincorporated 
areas)  (0001 A- 
0006A). 

Pennsylvania .  Monroe. . 

Tobyhanna 

(0001A-0006A). 

South  Carolina _  Edgefield .  Edgefield 

County 

(unincorporated 
areas)  (OOCIA- 
000t>A). 

Do...™ _  Giaenwood .  Greenwood 

County 

(unincorporated 
a>eas)  (000 lA- 
•008 .\). 

Do _ Sateda .  Saluda  County 


(unincorporated 
areas)  (OOOIA- 
0O02A.  0004A- 
•007A). 

TenncsBec _ BardcKan .  Hardcnian 

County 

(unincorporated 
ai^eas)  (000 lA- 
60U8A>. 

Colorado _ Unioorporated  area ..  Caster  County 

(03  0«.  08,  Il¬ 
ls.  18-20.  22. 

25-27.  33-35. 
39-41.  4(5-47). 


Do _ _ do_ .  Dolores  County 

(0001-0010. 

0012). 

Louisiana . . .do_ .  Sabine  Parish 

(0001-0017). 

Matric - Kennebec  . . .  Town  of 

Oakland  (0001- 
0002). 

Montana _ Unincorporated  Jefferson 

areas.  County  (0002, 


0004.  0008- 
0010.  0012- 
0014.  0016- 
0018.  0021- 
0024). 


Orecon - - do _ Marlon  County 


(01-25,  27-32, 
34-39,  43-48, 
50-58,  60-66). 

Do _  _ 

IJmi  . 

....  City  of 

Millersburg 

(0001). 

South  Dakota. . 

Uninoorporated 

areas. 

Codington 
County  (0001- 

0009). 


Program 

Community  and 
Na  and  suffix  change 
code 


290811 _ N-5. 


390182 _  N-5, 


390276 . .  E-5 


390803 _  N-5. 


390778 _  E-5 _ 


421897 .  E-5, 


450229 .  N-5. 


450094 _  N-5. 


450230  . .  N-5. 


470360 .  N-5. 


080040,  A .  N-5.  9. 


080279.  A _  E-5 


220368.  A _  N-5. 


230242.  A .  E-11.  12._ 

300154.  A _  N-5 . . 


410154.  A .  E-10.  11. 

12. 


410284.  A _  N-5. 


460260.  A .  N-5. 


Effective  date 

IrJand  or  Hazard  IdentlflcaUcm  of  this  map  Local  map  repoaltory 
coastal  F/M/E  dateta)  action 


I  F  Jan.  20.  1078  Jan.  20.  1978  Richard  Shealy.  Chairman. 

County  Commissioners. 
County  Courthouse.  Bu- 
cyrus.  Ohio  44820,  410- 
562-5876. 

I  p  . do . do . Ray  Peebles,  Chairman. 

County  Commlssionert, 
County  Courthouse,  Wau- 
seon.  Ohio  43667,  410-335- 
5921. 

I  F  . do . . Ralph  Kasner.  Chairman, 

County  Commissioners, 
County  Courthoase,  MU- 
lersburg,  Ohio  44634,  216- 
674-1876. 

I  F  . do . . . do . Kenneth  Schick,  Mayor,  101 

8.  High  St.,  Lafayette, 
Ohio  45854.  419-649-3911. 

I  P  . do . . do . .Richard  N.  Sayre,  Chair¬ 

man,  County  Commission- 
ers,  Box  248,  New  Lexing- 
toa  Ohio  43764,  614-342- 
2045. 

I  P  . do~...~~..*~ . do . Elwoud  Christman,  Town¬ 

ship  Chairroan,  Pocono 
Pines.  Pa.  18350,  717  646- 
2690. 

1  P  . do . . . do . H.  O.  Carter.  County  Admin- 

istraior,  P.O.  Box  663.  Ed- 
gefieUi,  S.C.  29824.  803- 
637-5381. 

I  F  . do . do . Fred  Alewlne,  Chairman, 

County  Council,  Coiutty 
Courthouse.  Greenwcxxl, 
8.C.  20646.  803-229-2413. 

I  P  . do . do . J.  R.  Scurry,  Chairman, 

County  Council,  101  South 
Main  St.,  Saluda.  S.C. 
20133.  003-445-2635. 

I  P  . do . do . C.  M.  Foote,  County  Judge, 

County  Courthouse,  Boli¬ 
var,  Tenn.  38008,  901-658- 
3266. 

I  P  Jan.  24,  1978  Jan.  24,  1978  Mr.  Leonard  Ries.  Chair¬ 
man,  Board  of  County 
Commissioners.  County 
Courthouse,  P.O.  Bdk  10. 
WestcUffe,  Colo.  81252, 
303-783-2441. 

I  F  . do . do . Mr.  Wayne  TwiUey,  Chair¬ 

man.  Board  of  County 
Commissioners,  County 
Courthouse,  Dove  Creek, 
Colo.  81324.  303  677-2381. 

I  F  . Ai»  . Mr.  C.  C.  Nabours,  Presi¬ 

dent,  Office  of  the  Police 
-  Jury.  Parish  Courthouse. 

Many,  La.  71449,  318-256- 
2116. 

I  F  Jan.  24,  1975  . do>_ . Mr.  Eric  8.  Meserve,  Town 

Manager,  P.O.  Box  187, 
Oakland,  Maine  04963. 
207-465-7357. 

1  F  Jan.  24,  1978  . do . Mr.  James  Sanddal,  Chair¬ 

man,  Board  of  County 
Commissioners,  Coimty 
Courthouse,  Boulder, 
Mont,  59632,  406-225-3332. 


I  F  Jan.  24.  1975  do . Mr.  Walter  R.  Heine.  Chair- 

man.  Board  of  County 
Commissioners,  County 
Courthouse.  Salem,  Oreg. 
07101,  503-568-5212. 

I  F  Jan.  24. 1978  do . Hon.  Clayton  Wood,  Mayor, 

City  Council,  4310  North¬ 
east  Woods  Road.  MlUers- 
burg.  Oreg.  07321,  503-928- 
6375. 

I  F  . do . do . Mr.  Ralph  Mack.  Chairman. 

Board  of  County  Commls- 
stonera.  County  Court¬ 
house,  Watertown,  S.  Dak. 
57201,  005-686-6407. 
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SUte 

County 

areu. 

Do _ 

. do . . 

Do . dOc 


and  Waller. 

Do.... 

areas. 

Do.^ . do. 


Do . do . 

▼ermont.... .  Addison . 

AUbamk .  ChocUiw„..„.... 

Do^^..^.^.....  Crenshaw ....... 

norida .  Baker......._...... 

Oeorgla ...... _ .....  Hart. . . 


Illinois ..................  Jersey. 


Do............ _ Menard. _ _ _ ......... 

Indiana....... _  Floyd _ ................ 

Do................  Henry . . 

Do  ...............  Wabash _ ......... 


Mississippi .........  Covington. 


New  York .  Allegany, 

Cattaraugus. 
Chautauga.  Erie. 


Community  name 
and  number  of  Community 
panels  No.  and  suffix 


Anderson 
County  (0001- 
0018). 


Brown  County 
(0001-0013). 


Dimmit  County 
(0001-0018). 


City  of  Katy 
(0001). 


Presidio  County 
(0001-0005. 
0007-0014, 
0016-0018, 
0021-0024. 
0026-0029. 
0031-0036). 
Starr  County 
(0001-0018). 


Uvalde  County 
(0001-0016). 


480001,  A _ 

480717,  A _ 

480789,  A _ 

480301.  B _ 

480S30,  A _ 

480575.  A _ 

480629.  A. . 


Town  of  500005,  A. 

Hancock  (0002, 

0004). 


Choctaw  County  010310. _ ..... 

( unincorporated 
areas)  (OOOIA- 
0017A). 

Crenshaw  010248 _ _ 

County 

( unincorporated 
areas)  (OOOIA- 
0009A). 

Baker  County  1 204 19 .......... 

( unincorporated 
areas)  (OOOIA- 
OOIOA). 

Hart  County  130467  ........ 

(unincorporated 
areas)  (OOOIA- 
OOOSA). 

Jersey  County  170312......... 

( unincorporated 
areas)  (OOOIA- 
0005A). 

Menard  County  170505 _ ... 

(unincorporated 
areas)  (OOOIA- 
0004A). 

Floyd  County  180432......... 

(unincorporated 
areas)  (OOOIA- 
0004A). 


Henry  Coimty  180437...... 

(unincorprated 
areas)  (OOOIA- 
0006A). 

Wabash  County  180266.... 
(unincorporated 
areas)  (OOOIA- 
0006A). 

Covington  280291 ..... 

County, 

(unincorporated 
areas)  (OOOIA- 
0006A). 

Seneca  Nation  of  361591 _ _ 

Indians 

(0001A-0009A). 


Program 

and 

change 

code 


N-5. 


N-5. 


N-S. 


E-8. 11 


E-8,  9, 10, 

11, 12. 


N-5. 


E-8. 10. 

11, 12. 


E-5 


E-10, 11, 
12, 14. 


N-5. 


N-5. 


El-10,  11. 
12.  14. 


E-10,  11. 
12.  14. 


E-5 


N-5. 


E-10. 11. 
12.  14. 


E-6... 


E-5. 


Effective  date  ^ 

Inland  or  Hazard  Identification  of  this  map  Local  mv  repository 
coastal  F/M/E  date(s)  action 


I  F  Jan.  24.  1978  Jan.  24.  1978  Hon.  N.  R.  Link.  County 

Judge,  Office  of  the 
County  Judge,  County 
Courthouse,  Palestine. 
Tex.  75801,  214-729-5168. 

I  F  . do . do . Hon.  James  O.  Bunnell. 

County  Judge.  Office  of 
the  County  Judge,  County 
Courthouse,  Brownwood. 
Tex.  76801,  915,  646-0370. 

I  F  . do . do . Hon.  Larry  Speer,  County 

Judge,  Office  of  the 
County  Judge.  County 
Courthouse.  Carrizo 

'Springs.  Tex.  78834.  512- 
876-2323. 

I  F  June  28, 1974  . do. . Mrs.  A.  Murray,  City  Secre- 

'  tary.  City  Hall,  910  Avenue 

D.  P.O.  Box  617,  Katy, 
Tex.  77450,  713-371-3131. 

I  F  Jan.  24,  1978  . do . Hon.  W.  B.  Johnson.  County 

Judge,  Office  of  the 
County  Judge.  County 
Courthouse.  Murfa,  Tex. 
79643,  915-729-4452. 


I  F  Nov.  1, 1974  _ do . Hon.  Dr.  Mario  E.  Ramirez, 

County  Judge,  Office  of 
the  County  Judge,  County 
Courthouse.  Rio  Orande 
City,  Tex.  78582,  512-487- 
2307. 

I  F  Jan.  24. 1978  . do . Hon.  Leo  Darley,  County 

Judge.  Office  of  the 

County  Judge,  Ck>unty 

Courthouse,  Uvalde,  Tex. 
78801.  512-278-3216. 

I  F  Sept  20,  1974  . do . Mr.  Everett  C.  Bettis,  Chair¬ 

man,  Board  of  Selectmen. 
Town  HaU,  Hancock.  Vt 
05748,  802-767-8660. 

I  F  Jan.  27. 1978  Jan.  27. 1978  Charles  Ford.  Probate 

Judge,  County  Court¬ 

house,  Butler.  Ala.  36904, 
205-459-2417. 

I  F  Dec.  8, 1974  do . Tom  Hardin.  Probate  Judge. 

Courthouse.  Luveme,  Ala. 
36049.  205-335-5640. 


..do . R.  H.  Davis,  Chairman. 

County  Board.  County 
Courthouse,  MacClenny, 
Fla.  32063,  904-259-3613. 

..do . Byron  Whitmire,  Chairman, 

County  Conunisslon.  P.O. 
Box  279,  Hartwell.  Oa. 
30643.  404-376-2024. 

..do . Clyde  Cope,  Chairman. 

County  Board,  County 
Courthouse.  JerseyviUe, 
m.  62052,  618-498-5571. 

^ . James  Combs,  County  Clerk. 

Box  456,  Courthouse,  Pe¬ 
tersburg.  ni.  62675,  217- 
632-2415. 

.da, . . . Raymond  Libs,  Preddent 

County  Commissioners. 
Room  214,  City  County 
Building,  New  Albany.  Ind. 
47150,  812-944-3665. 

..do . Homer  Peckinpaugh,  Chair¬ 

man.  County  Commission. 
Courthouse.  New  Castle. 
Ind.  47363.,317-529-4705. 
..do . Olen  Beery.*  County  Com¬ 

missioner,  Wabash  County 
Courthouse,  Wabash.  Ind. 
46992.  219-563-5217. 

..do . Ouy  C.  Hughs.  President, 

Board  of  Supervisors. 
Courthouse,  Collins,  Miss. 
39428,  601-722-3395. 

I  F  . do . - . do . Calvin  E.  Lay.  President. 

Saylor  Community  Build¬ 
ing,  P.O.  Box  268A.  Irving, 
N.Y.  14081,  716-532-5661. 


I  F  Jan.  27. 1978  .... 

I  F  . do . 

I  F  Dec.  27.  1974  .... 

I  F  Jan.  10. 1975  .... 

I  F  Jan.  27, 1978  .... 

1  F  . do . 

I  F  Dec.  27.  1974  .... 

I  F  Jan.  27. 1978  .... 
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State 

County 

North  Carolina  — 

Chowan _ — _ 

Ohio- 

Madison  . 

Do  _ 

Do 

rWmMnns  . 

Do 

Wmimms . 

Alaska _ 

Dnorganlzed 

bcxough. 

Idaho———. 

Unincorporated 

areas. 

Do 

TdMn 

Nevada 

—do.  _ _ 

North  Dakota.  _ 

Bamss .......— _ .... 

OregoB  — _ _ 

Unincorporated 

areas. 

TMm 

-do  .  .  _ 

Community  name  Procram 

and  number  of  Community  and 
panels  Na  and  suffix  change 
code 


Chowan  County  370301. 
(unincorporated 
areas)  (OOOIA- 
0004A). 

Madison  County  390773 . 
(unincorporated 
areas)  (000 lA- 
0009A). 

Paulding  County  390777 . 
(unincorporated 
areas)  (000 lA- 
0006A). 

VUlageof  390028., 

Salineville 
(000 lA). 

Williams  County  390785. 
(unlnforporat^ 
areas)  (OOOIA- 
0006A). 


Township  of 
Deerfield 
(000 lA). 

City  of  Beaver 
Dam  (000 1C). 


422118. 


550095. 


E-5 _ 

N-5 . 

N-5 - 

N-5 _ 

N-6 . 


N-0.  11, 
12.  14. 


E  12.  14. 


City  of  Akolmlut  020116,  A _  N-5.  9 . . 

(01-30). 


Madison  County  160217,  A _ _  N-S _ 

(0001-0007). 


Twin  Palls 
County  (0001- 
0023). 


160231,  A. 


N-5 _ 


Clayton  County  190858,  A.......  E-5. 

(0001-0010). 


Richland  County  300165,  A. 
(0005,  0008- 
0012.  0014- 
0016,  0020- 
0021). 

Lyon  County  320029,  A  . 

(0001-0008. 

0010-0012, 

0014-0015. 

0017-0018, 

0020-0023, 

0025-0027). 

City  of  VaUey  380002,  B  „ 

City  (01-05). 


N-5., 


N-5 _ 


E-8.  9.  11, 

12. 


Lake  County 
(0003-0005, 
0008.0010- 
0016,  0029. 
0031,  0034. 
0036,  0043- 
0045,  0049- 
0050.  0052). 

Bexar  Coimty 
(01-38,  31-36, 
39-43,  46-52, 
54-82). 

Payette  Coimty 
(9001-0014). 


410115,  A _ E-5„,. 


480035,  A.. 


E-5 _ 


480815.  A _ K-f.. 


Effective  date 

Inland  or  Hazard  Identlflcatl(m  of  this  map  Local  map  repository 
coastal  P/M/E  date(8)  action 


I  and  C 

I 


I 


I 

I 


I 


I 


I 


I 


I 


I 


I 


I 


P  Jan.  27, 1978  Jan.  27. 1978  Dallas  L.  Jethro.  Jr..  County 
Commissioner,  P.O.  Box 
405,  Edenton.  N.C.  27933. 
919-482-8486. 

P  . do . do . Louis  Overturf,  Chairman, 

C^xmty  Commission. 
County  Courthouse. 

London.  Ohio  43140,  614- 
852  2972. 

P  . do . ..do . John  Dietrich,  Chairman, 

County  Comml88l(m, 
County  Courthouse, 

Paulding,  Ohio  45879,  419- 
399-2051. 

P  .....do . jio, . . Stanley  E.  Pitch,  Mayor. 

Main  Street,  Salineville, 
Ohio  43945.  216-679-2307. 

P  . do _ do . . Donald  Kaiser.  Chairman. 

Coimty  Commission. 
County  Courthouse. 

Bryan.  Ohio  43506,  419- 
636  2059. 

P  Nov.  15,  1974  . do . . . Joseph  M.  Pillar,  Chairman. 

Deerfield  Township  Super¬ 
visors.  Tidloute,  Pa.  16351. 
814-464  3474. 


P  Dec.  17. 1973;  do....... . Bob  Kachelskl.  Idayor,  City 

Oct.  10.  Hall.  Beaver  Dam,  Wls. 

1975:  Sept.  53916,  414-885-5541. 

24.  1976. 

P  Jan.  31, 1978  Jan.  31, 1978  Hon.  Irvin  Brink.  Mayor. 

Bethel  DivlBlon.  City  Hall. 
Nunapltchuk.  Alaska 
99641.  907-543-2064. 

P  _ _ do - - do . Mr.  W.  Keith  Walker,  (nialr- 

man.  Board  of  County 

Commissioners,  County 
Courthouse,  Rexburg, 
Idaho  83440.  308-356-3662. 
P  — do . . do... . Mr.  Merl  E.  Leonard.  Chair¬ 
man,  Board  of  County 

CommisBioners.  County 
Oxirthouse.  Twin  njls. 
Idaho  83301,  308-734-3300. 

P  — do - do . „Mi  .  VlrgU  Wessel,  Chairman. 

Board  of  Supervisora. 
County  Courthouse.  El- 
kader.  Iowa  52043.  319- 
245-1106. 


P  — do - - do 


...Mr.  Andrew  Peterson,  Chair¬ 
man,  Board  of  County 
Commissioners,  County 
Courthouse,  Sidney,  Mont. 
59270,  406-483-1706. 

.„ldr.  Robert  B.  Orlffln. 
Chairman,  Board  of 
County  Commlssloneis, 
County  Courthouse^  Ter- 
ington.  Nev.  89447.  702- 
463-238X 


I  P  Peb.8, 1974  . do . Idr.  Robert  K.  Barrow.  City 

Engineer,  City  Hall,  Talley 
City,  N.  Dak.  58072.  701- 
845-0380. 

I  P  Jan.  II,  1978  do . Mr.  Oeorge  Carlon.  Chair¬ 

man,  Board  of  County 
Commls8l(»ers,  County 
Courthouse.  Lakeview, 
Oreg.  97630,  503-947-3421. 


I 


I 


P 


P 


— do _ _ _ do . . . Hon.  Blair  Reeves.  County 

Judge.  Office  of  the 
County  Judge,  County 
Courthouse,  Ban  Antonio, 
Tex.  78204.  512-220-2626. 

— Ao....._~.~.-......do. . «.Han.  Prtts  C.  Lot^utes, 

County  Judge,  Office  of 
the  County  Juntos.  County 
Courthouse.  LaOrange. 
Tex.  78945,  713-968-3459. 
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State 

Comity 

Community  name 
and  number  of 
panela 

Community 
Na  andaulflz 

Procram 
and 
change 
eode . 

Inland  or  Hazard  Identification 
coastal  F/M/E  date(s) 

Effective  date 
of  this  map 
action 

Local  map  repository 

Utah.  . . .  .. 

400100,  A . 

B-5 _ 

I  F  Jan.  31, 1978 

Jan.  31, 1978 

Mr.  Calvin  Black,  Chairman. 
Board  of  County  Commis- 
alaner^  County  Court¬ 
house.  Monticello,  Utah 
84535,  801-587-2232. 

County  (0003- 
0004.0033). 

PniAL  List  Cooes 

1.  Conversion  to  Regular  Program  with  nRM  (elevations  determined). 

X.  Conversion  to  Regular  Program  with  FIRM  (no  elevations  detmmlned).  _ 

3.  Conversion  to  Regular  Program  with  no  special  Flood  Hazard  Areas— no  FIRM. 

4.  Conversion  to  Regular  Program  with  no  Special  Flood  Hazard  Areas— no  FIRM;  reclaslon  of  FHBM  effective  on  same  date  as  conversion. 

5.  Initial  FHBM. 

Revision— Change  of  elevation;  revised  FIRM.  _ 

7.  Revision— Change  of  zone  designation;  revised  FIRM, 
t.  Revision— Corporate  limit  changes. 

9.  Revision— Drafting  eoirectlons;  Printing  errora 

10.  Revision— Curvilinear. 

IL.  Region- Add  Flood  Hazard  Area. 

13.  Revision— Reduce  Flood  Hazard  Area. 

13.  Revlskm— Federal  Register  omission. 

14.  Revision— Refimds  possible. 

16.  Attention!  A  prevlouB  map  (or  maps)  has  bem  resdoded  or  withdrawn  for  this  community.  This  may  have  affected  the  sequence  of  suffixes. 
R— Regular  program. 

E— Emergency  program. 

N— Not  In  program. 


(National  Flood  Insurance  Act  of  1968  (title  XIII  of  the  Housing  and  Urban  Development  Act  of  1968);  effective  Jan.  28,  1969  (33  FR  17804, 
Nov.  28.  1968),  as  amended,  42  UH.C.  4001-4128;  and  Secretary’s  delegation  of  authority  to  Federal  Insurance  Administrator,  34  FR  2680, 
F^b.  27,  1969)  as  amended  39  FR  2787,  Jan.  24.  1974. 

Issued:  January  17, 1978. 

Patricia  Roberts  Harris, 

Secretary. 


CFR  Doc.  78-6866  FOed  3-16-78;  8:45  am] 


[4210-01] 

[Docket  No.  FI-3935] 

PART  1916>-CONSULTATION  WITH 
LOCAL  OFFICIALS 

Chongas  ki  Spaciol  Flood  Hazard 
Araos 

AGENCY:  Federal  Insurance  Adminis¬ 
tration,  HUD. 

ACTION:  Final  rule. 

SUMMARY:  The  Federal  Insurance 
Administrator,  after  consultation  with 
the  Chief  Executive  Officer  of  each 
community  listed,  finds  that  modifica¬ 
tion  of  the  proposed!  Special  Flood 
Hazard  Areas  (SFHAs)  for  those  com¬ 
munities  is  appropriate  as  a  result  of 
requests  for  changes  in  the  interim 
rule. 

DATES:  These  modified  SFHAs  are  in 
effect  as  of  the  dates  listed  in  the 
sixth  column  of  the  attached  list  and 
amend  the  Federal  Insurance  Rate 
Map(s)  (FIRM)  in  effect  for  each 
listed  community  prior  to  this  date. 

ADDRESSES:  The  modified  SFHA  de¬ 
terminations  for  each  community  are 
available  for  inspection  at  the  office  of 
the  Chief  Executive  Officer  of  the 
community,  listed  in  the  fifth  column 
of  the  table. 


FOR  FURTHER  INFORMATION 
CONTACT. 

Mr.  Richard  W.  Krimm,  Assistant 
Administrator,  Office  of  Flood  In¬ 
surance.  202-755-5581  or  toll-free 
line  800-424-8872.  Room  5270,  451 
Seventh  Street  SW.,  Washington, 
D.C.  20410. 

SUPPLEMENTARY  INFORMATION: 
The  Federal  Insurance  Administrator 
has  published  a  notification  of  modifi¬ 
cation  of  the  SFHAs  in  prominent 
local  newspapers  for  the  communities 
listed  below.  Ninety  (90)  days  have 
elapsed  shux  that  publication,  and  the 
Administrator  has  received  no  appeals 
from  the  communities  requesting 
changes  in  the  proposed  SFHA  deter¬ 
minations. 

The  numerous  changes  made  in  the 
SFHAs  on  the  F^ood  Insurance  Rate 
Map  for  each  community  make  it  ad¬ 
ministratively  infeasible  to  publish  in 
this  notice  all  of  the  SFHA  changes 
contained  on  the  maps.  However,  this 
notice  includes  the  address  of  the 
Chief  Executive  Officer  where  the 
modified  SFHA  determinations  are 
available  for  inspection. 

The  modifi<»ti('ns  are  pursuant  to 
section  206  of  the  Flood  Disaster  Pro¬ 
tection  Act  of  1973  (Pub.  L.  93-234) 
and  are  in  accordance  with  the  Nation¬ 
al  Fl(X>d  Insurance  Act  of  1968,  as 
amended  (Title  XIII  of  the  Housing 
and  Urban  Development  Act  of  1968 


(Pub.  L.  90-448),  42  U.S.C.  4001-4128, 
and  24  CFR  Part  1916. 

For  rating  purposes,  the  revised 
community  number  is  listed  and  must 
be  used  for  all  new  policies  and  renew¬ 
als. 

These  SFHAs  are  basis  for  the  flood 
plain  management  measures  that  the 
(XHnmunity  is  required  to  either  adopt 
or  show  evid^ce  of  being  already  in 
effect  in  order  to  qualify  or  remain 
qualified  for  participation  in  the  Na¬ 
tional  Flood  Insurance  Program 
(NFIP).  V 

These  SFHAs  together  with  the 
flood  plain  management  measures  re¬ 
quired  by  1910.3  of  the  program  regu¬ 
lations  are  the  minimum  that  are  re- 
quirecL  They  should  not  be  construed 
to  mean  the  community  must  change 
any  existing  ordinances  that  are  more 
stringent  in  their  fl(x>d  plain  manage¬ 
ment  requirements.  The  commimlty 
may  at  any  time  enact  stricter  require¬ 
ments  on  its  own,  or  pursuant  to  poli¬ 
cies  established  by  other  Federal, 
State,  or  regional  entities. 

These  modified  SFHAs  shall  be  used 
to  calculate  the  appropriate  flood  in¬ 
surance  premium  rates  for  new  build¬ 
ings  and  their  contents  and  for  the 
second  layer  of  insuiance  on  existing 
buildings  and  contents. 

The  changes  in  the  SFHAs  listed 
below  are  in  accordance  with  24  CFR 
1916.8: 
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State 

County 

Location 

Date  and 
name  of 
newspaper 
where  notice 
was  published 

Effective  date 
of  modified 

Chief  executive  officer  of  community  flood 

insurance  rate 
map 

New 

community 

No. 

Maaeacbusetts - 

_  Barnstable — _ _ _ - 

...........  Falmouth. 

town  of. 

The 

Falmouth 
Enterprise, 
July  26, 
1977,  Aug. 

2.  1977. 

Mr.  John  De  MeUo,  Chairman,  Board  of  Se-  Sept.  SO,  1977 
lectman.  town  of  Falmouth,  Town  Hall. 

Falmouth,  Mass  02540. 

25521 IB 

Texas . . 

_ _  Aransas _ _ 

Rockport. 
city  of. 

Rockport 
PUot.  Nov. 

S.  1977, 

Nov.  10. 
1977. 

Hon.  Walter  S.  Falk,  Jr..  Mayor,  city  of  Sept  9, 1977. 
Rockport  City  Hall,  Box  1058,  Rockpoit, 

Tex.  78362. 

485504C 

(National  Flood  Insurance  Act  of  1968  (Title 
lan  of  Housing  and  Urban  Development 
Act  of  1968),  effective  January  28,  1969  (33 
FR  17804,  November  28,  1968),  as  amended; 
42  U,S.C.  4001-4128;  and  Secretary’s  delega¬ 
tion  of  authority  to  Federal  Insiuance  Ad¬ 
ministrator  (34  FR  2680,  February  27,  1969), 
as  amended  (39  FR  2787,  January  24, 1974).) 

Issued;  January  26, 1978. 

Patricia  Roberts  Harris, 
Secretary. 

[FR  Doc.  78-6864  FUed  3-16-78;  8:45  am] 


[4210-01] 

[Docket  No.  FI-3936] 

PART  1916— CONSULATION  WITH 
LOCAL  OFFICALS 

Changes  in  Bat*  Flood  Elovotions 

AGENCY;  Federal  Insurance  Adminis¬ 
tration.  HUD. 

ACTION;  Pinal  rule. 

SUMMARY:  The  Federal  Insurance 
Administrator,  after  consultation  with 
the  Chief  Executive  Officer  of  each 
community  listed,  finds  that  modifica¬ 
tion  of  the  proposed  flood  elevations 
for  those  communities  is  appropriate 
as  a  result  of  requests  for  changes  in 
the  interim  rule. 

DATES:  These  modified  flood  eleva¬ 
tions  are  in  effect  as  of  the  dates  listed 
in  the  sixth  column  of  the  attached 
list  and  amend  the  Federal  Insurance 
Rate  Map(s)  (FIRM)  in  effect  for  each 
listed  community  prior  to  this  date. 


state  County 


ADDRESS:  The  modified  base  (100- 
year)  flood  elevation  determinations 
for  each  community  are  available  for 
inspection  at  the  office  of  the  Chief 
Executive  Officer  of  the  community, 
listed  in  the  fifth  column  of  the  table. 

FOR  FURTHER  INFORMATION 
CONTACT: 

Mr.  Richard  W.  Krimm,  Assistant 
Administrator.  Office  of  Flood  In¬ 
surance.  202-755-5581  or  Toll  Free 
Line  800-424-8872,  Room  5270,  451 
Seventh  Street  SW.,  Washington. 
D.C.  20410. 

SUPPLEMENTARY  INFORMATION: 
The  Federal  Insurance  Administrator 
has  published  a  notification  of  modifi¬ 
cation  of  the  base  (100-year)  flo(xl  ele¬ 
vations  in  prominent  local  newspapers 
for  the  communities  listed  below. 
Ninety  (90)  days  have  elapsed  since 
that  publication,  and  the  Administra¬ 
tor  has  received  no  appeals  from  the 
communities  requesting  changes  in 
the  proposed  fl(x>d  elevation  determi¬ 
nations. 

The  numerous  changes  made  in  the 
base  (100-year)  flood  elevations  on  the 
Flood  Insurance  Rate  Map  for  each 
community  make  it  administratively 
infeasible  to  publish  in  this  notice  all 
of  the  base  (100-year)  flood  elevation 
changes  contained  on  the  maps.  How¬ 
ever,  this  notice  includes  the  address 
of  the  chief  Executive  Officer  where 
the  modified  base  (100-year)  flood  ele¬ 
vation  determinations  are  available  for 
inspection. 

The  modifications  are  pursuant  to 
section  206  of  the  Flood  Disaster  Pro¬ 


Date  and 
name  of 

Location  newspaper  Chief  executive 
where  notice 
aras  published 


tection  Act  of  1973  (Pub.  L.  93-234) 
and  are  in  accordance  with  the  Na- 
tionid  Flood  Insurance  Act  of  1968,  as 
amended  (Title  XIII  of  the  Housing 
and  Urban  Development  Act  of  1968, 
(Pub.  L.  90-448)),  42  U.S.C.  4001-4128, 
and  24  CFR  Part  1916. 

For  rating  purposes,  the  revised 
community  number  is  listed  and  must 
be  used  for  all  new  policies  and  renew¬ 
als. 

These  base  (100-year)  fltxxl  eleva¬ 
tions  are  basis  for  the  flood  plain 
management  measures  that  the  com¬ 
munity  is  required  to  either  adopt  or 
show  evidence  of  being  already  in 
effect  in  order  to  qualify  or  remain 
qualified  for  participation  in  the  Na¬ 
tional  Flood  Insurance  Program 
(NFIP). 

These  elevations  together  with  the 
flood  plain  management  measures  re¬ 
quired  by  1910.3  of  the  program  regu¬ 
lations  are  the  minimum  that  are  re¬ 
quired.  They  should  not  be  construed 
to  mean  the  community  must  change- 
any  existing  ordinances  that  are  more 
stringent  in  their  flood  plain  manage¬ 
ment  requirements.  The  community 
may  at  any  time  enact  stricter  require¬ 
ments  on  its  own,  or  pursuant  to  poli¬ 
cies  established  by  other  Federal, 
State,  or  regional  entities. 

These  modified  elevations  shall  be 
used  to  calculate  the  appropriate  flood 
insurance  premium  rates  for  new 
buildings  and  their  contents  and  for 
the  second  layer  of  insurance  on  exist¬ 
ing  buildings  and  contents. 

The  changes  in  the  base  (100-year) 
flood  elevations  listed  below  are  in  ac¬ 
cordance  with  24  C7FR  1916.8: 


Effective  date 
of  modified  New 

of  community  flood  community 

Insunmce  rate  No. 

map 


California. . 

..  Riverside . . 

_ _  City  of  San 

Jacinto. 

The  VaUey 
Register. 
Nov.  18. 
1977,  Nov. 
25. 1977. 

Hon.  William  E.  Wilson,  mayor  of  the  city  Nov.  25, 1977. 
of  San  Jacinto,  aty  Hall.  P.O.  Box  488, 

San  Jacinto,  CaUf .  92383. 

065056 

OOOIB 

Indiana _ 

.  Brown _ _ _ 

_ _ Town  of 

Nashville. 

Broam 
County 
Democrat 
Sept  28. 

•  1977,  Oct 
6.  1977. 

Miss  Margorie  Tissot  president  of  the  town  Sept.  23, 1977 
board.  Box  446,  Nashville,  Ind.  47448. 

180018 

OOOIB 
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Stmte 


County 


Date  ud  Effective  date 

name  of  at  modified  New 

Location  newspaper  Chief  executive  officer  of  community  flood  community 

where  notice  insurance  rate  No. 


was  published 


map 


Kansas..., 


Fotd„... 


Do 


Shawnee. 


New  Jersey 


Camden. 


Do...„ . . . .  Middlesex.. 


Texas  _ _ _ _ _  Calhoun _ ...... 


Pennsylvania .  Delaware. 


......  City  of  Dodee  City 

Dodge  City.  Dally 

Globe,  Dec. 
1«,  1977. 
Dec.  16. 
1*77. 

.  City  of  The  Topeka 

Topeka.  Capital 
Journal, 
Dec.  16, 
1977,  Dec. 

16. 1977. 

.....  Borough  of  The  Town 
Haddonfleld.  Crier 
Herald. 
Dec.  14. 
1977,  Dec. 

91. 1977. 

....  Borough  of  The  Home 
Highland  News.  Sept 

Park.  15.  1977. 

Sept.  16, 
1977. 

...  _ _ .....  Port  Lavaca 

Wave.  Dec. 
9.  1977. 
Dec.  16, 
1977. 


Hon.  WilUam  J.  Miller,  majmr  of  Dodge  Nov.  26. 1977. 
City,  c/o  Edwin  Daley,  City  Hall.  705  1st 
Ave.,  Dodge  City,  Kana  67801. 


Hon.  Bin  McCormick,  mayor  of  the  dty  of  Dec.  16, 1977. 
Topeka,  City  Hall,  215  East  7th  St, 

Topeka.  Kans.  66603. 


Hon.  William  W.  Reynolds,  mayor  of  the  Dec.  23, 1977. 
borough  of  Haddonfleld.  Borough  Hall, 

242  Kings  Highway  East  Haddonfleld, 

N  J.  08033. 


Hon.  Harold  Berman,  mayor  of  the  bor-  Sept.  16, 1977 
ough  of  Highland  Park,  21  South  9th 
Ave.,  Highland  Park,  N  J.  08904. 


Mr.  Donald  W.  Ragin,  Calhoun  County  Dee.  2,  1977» 
building  inspector,  211  South  Ann,  Port 
Lavaca,  Tex.  77977. 


Borough  of  Daily  Times,  Hon.  E.  Jack  Ippoliti,  mayor  of  Clifton  May  16, 1977, 
Clifton  Oct.  7,  Heights.  7  South  Springfield  Rd.,  Clifton 

Heights.  1977,  Oct  Heights.  Pa.  19018. 

14. 1977. 


205184 

OOOIC 


20S187B 


340501 

OOOIC 


480097 

OOOl-OOltA 


(National  Flood  Insurance  Act  of  1968  (Title 
Xni  of  Housing  and  Urban  Development 
Act  of  1968),  effective  January  28.  1969  (33 
FR  17804,  November  28,  1968),  as  amended 
(42  UJ3.C.  4001-4128);  and  Secretary’s  dele¬ 
gation  of  authority  to  Federal  Insurance 
Administrator,  34  FR  2680,  February  27. 
1969,  as  amended  (39  FR  3787,  January  24. 
1974).) 

Issued:  December  28.  1977. 

Patricia  Roberts  Harris, 
Secretary. 

[FR  Doc.  78-6865  Filed,  3-16-78;  8:45  ami 


[4810-25] 

Tlti«  26— Intwmol  R«v«fNf« 

CHAPTER  1— INTERNAL  REVENUE 
SERVICE,  DEPARTMENT  OF  THE 
TREASURY 

SU8CHAPTER  A— INCOME  TAX 

PART  1— INCOME  TAX:  TAXABLE 
YEARS  BEGINNING  AFTER  DECEM¬ 
BER  31,  1953 

P«rc«n4og«  To  Bo  Usod  by  Foroign 
Ufo  Insuronco  Componio*  In  Com¬ 
puting  Income  Tax  for  the  Taxable 
Year  1977  and  Estimated  Tax  for 
the  Taxoble  Year  1978 

AGENCY;  Department  of  the  Treas¬ 
ury. 

ACTION:  Proclamation. 


SUMMARY:  This  proclamation  an¬ 
nounces  the  percentage  to  be  used  to 
compute  the  income  tax  liability  of 
foreign  corporations  camring  on  life 
insurance  business  in  the  United 
States. 

EFFECTIVE  DATE:  Immediate. 

FOR  FURTHER  INFORMATION, 
CONTACT: 

Mr.  Seymour  Fiekowsky,  Office  of 
Tax  Analysis,  U.S.  Treasury  Depart¬ 
ment.  Washington,  D.C.  20220,  202- 
568-8282,  not  a  toll  free  call. 

SUPPLEMENTARY  INFORMATION: 
This  proclamation,  issued  each  year  by 
the  Secretary  of  the  Treasury,  an¬ 
nounces  the  percentage  to  be  used  to 
(ximpute  the  income  tax  liability  of 
foreign  (X)rporations  (srrsring  on  life 
insurance  business  in  the  United 
Statea 

Proclamation.  For  purposes  of  com¬ 
puting  the  1977  income  tax  of  foreign 
corporations  carrying  on  a  life  insur¬ 
ance  business,  a  percentage  of  16.1 
shall  be  used  in  determining  the 
“minimum  figure”  under  section  819. 
The  same  percentage  shall  be  used  for 
purposes  of  computing  the  estimated 
tax  and  the  installment  payments  of 
estimated  tax  for  the  taxable  year 
1978.  No  additions  to  tax  shall  be 
made  because  of  any  underpayment  of 
estimated  tax  for  the  taxidile  year 
1978  which  results  solely  from  the  use 
of  this  percentage. 

This  proclamation  is  issued  without 
notice  and  public  procedure  because 


the  public  cannot  effectively  partici¬ 
pate  in  the  determination  of  the  per¬ 
centage.  It  is  computed  from  informa¬ 
tion  contained  in  income  tax  returns 
that  are  not  open  to  the  public.  The 
proclamation  was  not  published  prior 
to  its  effective  date  because  the  per¬ 
centage  is  computed  on  the  basis  of 
data  which  was  not  then  available. 

Signed:  March  14. 1978. 

Robert  H.  Mijndhxiii, 
General  Counsel 
[FR  Doc.  78-7206  FQed  3-16-78;  8:45  am] 


[4510-26] 

Title  29 — Labor 

CHAPTER  XVN— OCCUPATIONAL 

SAFETY  AND  HEALTH  ADMINIS¬ 
TRATION,  DEPARTMENT  OF  LABOR 

PART  1902— STATE  PLANS  FOR  THE 
DEVELOPMENT  AND  ENFORCE¬ 
MENT  OF  STATE  STANDARDS 

Suspension  of  Action  on  State  Peti¬ 
tions  for  Final  Approval  of  State 
Plans  and  of  the  Application  of  the 
Two-Year  Limitation  on  Initkrting 
Such  Proceedings 

AGENCY:  Occupational  Safety  and 

Health  Administration. 

ACTION:  Suspension  of  final  rule. 
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SUMMARY:  This  rule  suspends  cer¬ 
tain  provisions  of  the  regulations  on 
making  determinations  under  the  Oc¬ 
cupational  Safety  and  Health  Act  of 
1970  (29  U.S.C.  651)  (hereinafter 
called  the  Act)  as  to  the  removal  of 
Federal  enforcement  authority  from 
States  with  approved  plans.  This 
action  is  necessary  because  of  the  ad¬ 
ditional  requirements  placed  on  the 
State  plan  approval  process  by  the 
Court’s  decision  in  American  Feder¬ 
ation  of  Labor  and  Congress  of  Indus¬ 
trial  Organizations,  Industrial  Union 
Department,  AFL-CIO  v.  F.  Ray  Mar¬ 
shall,  Secretary  of  Labor,  et  oL, 
C.A.D.C.  No.  75-1506,  January  20. 
1978. 

EFFECTIVE  DATE:  January  20,  1978. 

FOR  FURTHER  INFORMATION 
CONTACT: 

Barbara  Bryant.  Office  of  State  Pro¬ 
grams,  Occupational  Safety  and 

Health  Administration,  200  Consti¬ 
tution  Avenue  NW.,  Washington, 

D.C.  20210,  202-634-4922. 

SUPPLEMENTARY  INFORMATION: 

Background 

Subpart  D  of  Part  1902  of  this  Chap¬ 
ter  sets  out  procediu-es  and  require¬ 
ments  for  making  determinations 
under  section  18(e)  of  the  Act  (29 
U.S.C.  667(e))  that  criteria  of  section 
18(c)  (29  U.S.C.  667(c))  for  plan  ap¬ 
proval  are  being  applied  in  actual  op¬ 
eration  and  that  Federal  enforcement 
authority  will  cease  to  apply  to  issues 
covered  imder  the  plan.  Section  18(e) 
requires  a  minimiun  3  year  period 
after  plan  approval  before  such  a  de¬ 
termination  can  be  made.  Where  a 
plan  does  not  meet  all  of  the  criteria 
upon  submission  but  is  approved  with 
satisfactory  assurances  that  the  State 
will  take  the  necessary  steps  within 
the  3  year  period  to  fully  meet  the  cri¬ 
teria,  §  1902.2(b)  of  this  chapter  re¬ 
quires  an  additional  minimum  1  year 
after  the  3  year  period  before  the  de¬ 
termination  of  the  application  of  the 
18(c)  criteria  in  actual  operations  may 
be  made.  Section  1902.39  of  subpart  D 
of  part  1902  of  this  chapter  requires 
not  only  the  additional  1  year  mini¬ 
mum  of  operations  evaluation  of  a 
State  plan,  but  also  requires  that  the 
determination  proceedings  must  be 
initiated  by  the  Assistant  Secretary  of 
Labor  for  Occupational  Safety  and 
Health  within  2  years  following  the 
publication  in  the  Federal  Register  of 
the  certification  that  the  State  has 
completed  its  developmental  commit¬ 
ments.  Section  1902.39  also  provides 
for  State  petitions  for  initiating  the 
determination  procedures  within  this 
time  frame. 


District  or  Columbia  Court  or  Ap¬ 
peals  Holding  on  Criteria  por  De¬ 
terminations  ON  Removing  Federal 
Enporcement  Authority  in  a  State 
Plan  State 

On  January  20,  1978,  the  decision  in 
American  Federation  of  Labor  and 
Congress  of  Industrial  Organizations, 
Industrial  Union  Department,  AFL- 
CIO,  Appellants,  v.  F.  Ray  Marshall, 
Secretary  of  Labor,  et  oL,  C.A.D.C.  No. 
75-1506,  placed  certain  additional  re¬ 
quirements  on  the  Secretary  of  Labor 
in  carrying  out  the  State  plan  approv¬ 
al  process.  Under  that  decision  the 
Court  found  that  the  application  of 
the  requirement  that  State  plsui  staff¬ 
ing  and  resources  be  “at  least  as  effec¬ 
tive  as”  whatever  was  currently  pro¬ 
vided  under  the  Federal  program  was 
not  unreasonable  with  regard  to  initial 
plan  approvals  under  section  18(c)  of 
the  Act.  However,  the  Court  held  that 
such  a  standard  was  not  sufficient  for 
realizing  the  Act’s  objectives  to  pro¬ 
vide  a  fully  effective  enforcement 
effort  at  some  point  in  the  foreseeable 
future.  The  Court  required  that  sup¬ 
plements  to  the  approval  process  be 
provided  for  a  coherent  program 
moving  from  an  initial  “as  effective 
as”  approach  toward  those  personnel 
and  funding  levels  needed  for  satisfac¬ 
torily  effective  enforcement,  and  re¬ 
manded  to  the  District  Court  to  enter 
a  decree  consistent  with  its  holding. 

Conclusion 

As  a  result  of  this  holding  and  the 
necessity  of  implementing  the  remand 
instructions  in  the  regulations  for  de¬ 
termining  under  section  18(e)  of  the 
Act  that  States  are  applying  the  Act’s 
requirements  for  an  effective  enforce¬ 
ment  program  in  actual  operation,  it  is 
apparent  that  no  determinations  on 
such  operations’  effectiveness  can  be 
made  until  the  required  standards  are 
available  for  application  in  such  deter¬ 
minations.  Eight  State  plans  are  pres¬ 
ently  certified  as  having  completed 
their  developmental  steps  and  two 
(South  Carolina  and  Minnesota) 
having  completed  the  minimum  1  year 
after  certification  have  requested  that 
their  final  approval  proceedings  be  ini¬ 
tiated.  In  addition,  the  1  year  period 
has  elapsed  for  several  other  States, 
with  the  2  year  maximum  period  laps¬ 
ing  by  the  end  of  this  calendar  year.  It 
appears  that  the  1  to  2  year  time 
frame  after  certification  cannot  be 
complied  with  until  the  Occupational 
Safety  and  Health  Administration 
makes  the  necessary  changes  in  the 
State  plans  regulations  in  light  of  the 
Court’s  Instructions. 

Accordingly,  the  provisions  of 
S  1902.38(a)  of  this  chapter  to  the 
effect  that  a  State  may  petition  for  an 
18(e)  determination  1  year  after  certi¬ 
fication  and  that,  in  no  case  shall  the 
determination  of  eligibility  for  such 


determination  be  later  than  2  years 
following  certification,  are  suspended 
effective  January  20,  1978,  until  the 
adoption  of  regulations  carrying  out 
the  decision  of  the  Court  in  American 
Federation  of  Labor  and  Congress  of 
Industrial  Organizations,  Industrial 
Union  Department,  AFL-CIO  v.  F.  Ray 
Marshall,  Secretary  of  Labor,  et  oL, 
C.A.D.C.  No.  75-1506.  No  State  peti¬ 
tions  received  prior  or  subsequent  to 
the  effective  date  of  this  suspension 
can  be  processed  imtil  such  regula¬ 
tions  are  adopted.  Any  such  petition 
may  be  withdrawn  and  submitted  at 
that  time. 

In  view  of  the  decision  in  the  above 
cited  case  it  is  determined  that  public 
comment  and  notice  prior  to  the  effec¬ 
tive  date  of  this  action  would  serve  no 
useful  purpose. 

(Secs.  8(gK2).  18.  Pub.  L  91-596,  84  SUt. 
1600,  1608  (29  U.S.(:.  657(g).  667).) 

Signed  at  Washington.  D.C.,  this  7th 
day  of  March  1978. 

Eula  Bingham, 
Assistant  Secretary  of  Labor. 

[FR  Doc.  78-7054  Filed  3-16-78;  8:45  am] 


[3810-70] 

Titi*  32 — National  Dafent* 

CHAPTER  I— OFFICE  OF  THE  ' 
SECRETARY  OF  DEFENSE 

SUBCHAPTER  M— MISCELLANEOUS 

[DoD  Instruction  2140.4] 

PART  268~COLLECTING  AND  RE¬ 
PORTING  OF  FOREIGN  INDEBTED¬ 
NESS  WITHIN  THE  DEPARTMENT  OF 
DEFENSE 

Final  Rule 

AGENCY:  Office  of  the  Secretary  of 
Defense. 

ACTION:  Final  rule. 

SUMMARY:  The  Department  of  De¬ 
fense  is  codifying  certain  of  its  oper¬ 
ational.  organizational,  and  procedural 
rules  which  are  currently  in  use  by 
DoD.  This  instruction  incorporates 
policy,  criteria,  and  controls  regarding 
the  collecting  and  reporting  of  foreign 
indebtedness  within  the  Department 
of  Defense  (DoD). 

EFFECTIVE  DATE:  June  23,  1977. 

FOR  FURTHER  INFORMATION 
CONTACT: 

Michael  Melbum,  OASD  (Comptrol¬ 
ler)  Management  Systems,  Penta- 
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gon,  Washington,  D.C.  20310,  tele¬ 
phone  202-697-3135. 

Maurice  W.  Roche, 
Director,  Correspondence  and 
Directives,  Washington  Head¬ 
quarters  Services,  Department 
of  Defense. 

March  13, 1978 

Accordingly,  32  CFR  Chapter  I  is 
amended  by  adding  a  new  Part  268, 
reading  as  follows: 

Sec. 

268.1  Purpose. 

268.2  ApplicabUlty. 

268.3  Policy. 

268.4  Responsibilities. 

268.5  Collection  and  followup  procedures. 

268.6  Reporting  of  accounts  receivable  and 
sales  under  120  days  delayed  payment 
terms  (short-term  credit). 

268.7  Collecting  and  reporting  of  foreign 
debts  under  long-term  loans  and  debts. 

268.8  Flash  report  of  major  foreign  debt 
arrearages. 

268.9  Discussion  of  terms. 

Authoritt.— Federal  Claims  Collection 
Act  of  1966  (31  U.S.C.  951-953),  Arms 
Export  Control  Act,  Section  23. 

§  268.1  Purpose. 

This  part  establishes  standard  proce¬ 
dures  to  be  used  for  the  collecting  and 
reporting  of  foreign  indebtedness. 
Such  indebtedness  may  arise  through 
the  (a)  sale  of  Defense  articles  and  ser¬ 
vices  pursuant  to  the  Arms  Export 
Control  Act;  (b)  operation  of  military 
missions;  and  (c)  logistical  support 
provided  under  coimtry-to-country 
agreements. 

S  268.2  Applicability. 

The  provisions  of  this  part  apply  to 
the  Office  of  the  Secretary  of  Defense, 
the  Military  Departments,  and  the  De¬ 
fense  Agencies  (hereafter  referred  to 
as  “DoD  Components”). 

§268.3  Policy. 

It  is  the  policy  of  the  Department  of 
Defense  that  timely  and  aggressive 
collection  efforts  will  be  conducted  to 
assure  that  foreign  arrearages  to  DoD 
Components  are  held  to  the  absolute 
minimum.  Foreign  indebtedness  will 
be  uniformly  and  accurately  reported 
to  the  Department  of  the  Treasury  on 
forms  prescribed  by  the  Treasury 
Fiscal  Requirements  Manual.  The  in¬ 
formation  system  on  the  status  of  col¬ 
lection  actions  will  support  the  infor¬ 
mation  requirements  of  the  National 
Advisory  Council  on  International 
Monetary  and  Financial  Policies 
(NAC). 

§  268.4  Responsibilities. 

(a)  The  assistant  Secretary  of  De¬ 
fense  (Comptroller)  is  the  DoD  point 
of  contact  for  matters  concerning  for¬ 
eign  indebtedness  requirements  im¬ 
posed  on  DoD  from  outside  the  De¬ 
partment.  such  as  by  the  Congress, 
Treasury  Department,  and  NAC. 


(b)  The  Defense  Security  Assistance 
Agency  (DSAA)  is  responsible  for  con¬ 
solidation  of  feeder  arrearage  reports 
and  submission  of  a  single  consolidat¬ 
ed  DoD  arrearage  report  to  the  Trea¬ 
sury  Department.  The  DSAA  shall  (1) 
monitor  collection  actions;  (2)  follow 
up  when  initial  collection  actions  have 
been  unsuccessful;  and  (3)  serve  as  the 
focal  point  within  DoD  for  responding 
to  NAC  informatibn  requests. 

(c)  Unless  otherwise  directed,  the 
DoD  Component  which  makes  the 
sale,  or  Is  otherwise  assigned  responsi¬ 
bility,  is  responsible  for  taking  initial 
collection  action,  accoimting  for  in¬ 
debtedness,  preparation  of  feeder  ar¬ 
rearage  reports,  and  providing  copies 
of  arrearage  reports  to  the  DSAA. 

§  268.5  Collection  and  followup  proce¬ 
dures. 

Each  DoD  Component  is  responsible 
for  taking  timely  and  aggressive  bill¬ 
ing  and  followup  collection  actions  for 
each  category  of  indebtedness  in¬ 
curred  by  official  and  private  obligors 
pursuant  to  authorized  programs. 

§  268.6  Reporting  of  accounts  receivable 
and  sales  under  120-day  delayed  pay¬ 
ment  terms  (short-term  credit). 

(a)  General.  (1)  Amounts  payable  to 
DoD  Components  for  sales  of  Defense 
articles  and  services  on  terms  which 
require  payment  of  cash  in  advance  of 
delivery /performance  or  within  60 
days  thereof  will  be  classified  as  ac¬ 
counts  receivable.  Military  Depart¬ 
ments  shall  submit  reports  to  the 
DSAA  of  foreign  indebtedness  related 
to  those  sales. 

(2)  Sales  made  by  DoD  Components 
under  existing  cases  which  provide  for 
120-day  payment  terms  shall  be  classi¬ 
fied  as  short-term  credit  sales.  Similar¬ 
ly,  those  sales  made  after  September 
30,  1976,  under  special  emergency  ap¬ 
propriations  which  provide  for  pay¬ 
ments  120  days  after  delivery  of  arti¬ 
cles  or  services  will  also  be  classified  as 
short-term  credit  sales.  DoD  Compo¬ 
nents  shall  submit  reports  to  the 
DSAA  of  these  short-term  credit  sales. 

(3)  Foreign  indebtedness  to  DoD 
Components  for  logistical  support, 
mission  support  costs,  and  other  pro¬ 
grams  is  payable  upon  presentation  of 
the  appropriate  billing  documents.  Re¬ 
ports  of  foreign  indebtedness  related 
to  these  programs  will  be  submitted  to 
the  DSAA. 

(b)  Basis  for  reporting.  Amounts  to 
be  reported  will  be  determined  by  ana¬ 
lyzing  unpaid  bills  using  the  criteria 
and  definitions  contained  in  §  268.9. 

§  268.7  Collecting  and  reporting  of  foreign 
debts  under  long-term  loans  and  debts. 

The  DSAA  is  responsible  for  admin¬ 
istering  FMS  long-term  loans  and 
credit  programs  authorized  by  Section 
23  of  the  Arms  Export  Control  Act, 
and  likewise  is  responsible  for  deter¬ 


mining  foreign  indebtedness  against 
these  programs.  Debts  remaining  un¬ 
collected  90  days  after  the  due  date 
will  be  referred  to  the  State  Depart¬ 
ment  for  diplomatic  assistance  to 
effect  settlement. 

§  268.8  Flash  report  of  major  foreign  debt 
arrearages. 

Major  foreign  debt  arrearages  are 
monitored  by  the  NAC.  Therefore,  pe¬ 
riodically  DSAA  will  request  flash  re¬ 
ports  from  the  DoD  Components  to 
satisfy  NAC  requirements  for  informa¬ 
tion  on  major  foreign  debt  arrearages. 
For  this  purpose,  a  “major”  foreign 
debt  arrearage  is  any  country  program 
arrearage  which  involves  the  sum  of 
$250,000  or  more.  Flash  reports  will  be 
submitted  directly  to  DSAA  by  the 
l(x;al  command  in  message  form  with 
information  copies  to  the  next  higher 
command.  The  report  will  reflect  any 
significant  changes  in  major  foreign 
debt  arrearages  from  the  quarterly 
foreign  indebtedness  reports  submit¬ 
ted  in  accordance  with  §  268.6.  Collec¬ 
tions,  information  on  increased  indebt¬ 
edness.  problems  encoimtered  in  un- 
successfi^  collection  attempts,  or 
country  circumstances  which  may  ad¬ 
versely  affect  collections  are  examples 
of  the  information  which  should  be  in¬ 
cluded  in  the  flash  reports. 

§  268.9  Discussion  of  terms. 

(a)  Accounts  receivable.  “Accounts 
receivable”  consist  of  those  amounts 
due  in  which  the  original  payment 
time  required  full  payment  within  90 
days  of  delivery  or  performance.  It  ex¬ 
cludes  principal  payments  or  interest 
on  short-term  and  long-term  loans  and 
credits. 

(b)  Arrearage  delinquency  determi¬ 
nation.  Obligations  generated  by 
formal  agreements,  as  in  the  case  of 
Foreign  Military  Sales  contracts,  are 
due  on  the  dates  specified  in  the  con¬ 
tract  or  on  the  date  specified  in  bill¬ 
ings  rendered  in  accordance  with  these 
contracts.  Obligations  incurred  under 
Military  Mission  Support  (Program 
142)  Logistical  Support  (Program  143) 
and  any  other  authorized  programs 
are  due  on  the  date  billings  are  made 
to  the  customer  country  unless  other¬ 
wise  stated  in  the  bill.  Followup  and 
reporting  actions  required  by  this  part 
will  be  taken  based  on  these  dates. 
(See  §  268.5.) 

(c)  Country  designations.  For  report¬ 
ing  purposes,  grants  and  contingent  li¬ 
abilities  wili  be  identified  with  the 
country  which  receives  the  benefit. 
Loans  and  credits  will  be  identified 
generally  with  the  coimtry  of  the  obli¬ 
gor  or,  in  the  instance  of  official  mul¬ 
tinational  organizations,  with  the  in¬ 
stitution  name.  When  the  project  is  lo¬ 
cated  in.  or  goods  are  destined  for  an¬ 
other  country  or  area,  the  latter  coun¬ 
try  or  area  should  be  stated  in  the  de¬ 
scription  of  purpose.  If  a  government 
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credit  intermediary  is  the  obligor,  the 
transaction  should  be  identified  with 
the  country  where  the  project  is  locat¬ 
ed  or  the  goods  are  destined. 

(1)  United  State*.  “United  States” 
shall  mean  the  states  of  the  United 
States,  the  District  of  Columbia,  the 
Commonwealth  of  Puerto  Rico. 
American  Samoa,  the  Canal  Zone, 
Guam.  Midway  Island.  U.S.  Virgin  Is¬ 
lands,  and  Wake  Island. 

(2)  Foreign  country  designations. 
Country  designations  other  than  the 
“United  States”  shall  be  consistent 
with  the  standardized  names  and 
codes  contained  in  the  Military  Assis¬ 
tance  and  Sales  Manual  (MASM). 

(3)  Official  Multinational  Organiza¬ 
tion.  For  reporting  purposes,  “Official 
Multinational  Organization”  shall 
mean  any  international  or  regional  or¬ 
ganization  (or  affiliated  agency  there¬ 
of)  created  by  treaty  or  convention  be¬ 
tween  sovereign  states. 

(d)  Dollar  equivalents  of  foreign  cur¬ 
rency.  Represents  dollar  equivalent  of 
all  foreign  currency  amounts  dis¬ 
bursed  and  still  outstanding,  luidis- 
bursed  balances,  and  arrearages  of 
principal  and  interest.  They  shall  be 
computed  at  the  reporting  rate  pre¬ 
sented  by  Treasury  Department  Cir¬ 
cular  No.  930  for  balances  as  of  the 
end  of  the  reporting  period.  The  dollar 
equivalents  of  all  other  reportable 
amounts  shall  be  the  summation  of  in¬ 
dividual  transactions  computed  at  the 
reporting  rate  prescribed  for  the 
period  in  which  the  transactions  oc¬ 
curred. 

(e)  Foreign  indebtedness.  “Foreign 
indebtedness”  means  financial  obliga¬ 
tions  owed  to  the  U.S.  Government  by 
the  following  entities  in  connection 
with  DoD  activities. 

(1)  Any  individual,  including  a  citi¬ 
zen  of  the  United  States  (excluding 
U.S.  military  members  and  U.S.  Gov¬ 
ernment  employees)  domiciled  outside 
the  United  States. 

(2)  Any  partnership,  association,  cor¬ 
poration.  or  other  organization  cre¬ 
ated  or  organized  under  the  laws  of  a 
foreign  country,  excepting  branches  or 
agencies  thereof  located  in  the  United 
States. 

(3)  Any  branch,  subsidiary,  or  allied 
organization  within  a  foreign  country 
of  a  partnership,  association,  corpora¬ 
tion,  or  other  organization  created  or 
organized  under  the  laws  of  a  foreign 
country  or  the  United  States. 

(4)  Any  government  of  a  foreign 
country  and  any  subdivision,  agency, 
or  instrumentality  thereof,  including 
all  foreign  “Official”  institutions,  even 
though  located  in  the  United  States. 

(5)  Any  private  relief,  philanthropic, 
or  other  organization  of  a  multination¬ 
al  or  regional  character  with  head¬ 
quarters  abroad. 

(6)  Any  official  multinational  organi¬ 
zation.  defined  as  any  international  or 
regional  organization  (or  affiliated 


agency  thereof)  created  by  treaty  or 
convention  between  soverei^  states. 

(f)  Indebtedness.  “Indebtedness” 
within  the  context  of  this  part  refers 
to  financial  obligations  to  make 
payment(s)  to  the  U.S.  Government  in 
accordance  with  contractual  or  other 
arrangements.  Such  obligations  gener¬ 
ally  arise  from  (I)  the  disbursements 
of  cash  to  be  repaid  at  a  future  time 
(with  or  without  Interest),  (2)  the  ex¬ 
tension  of  credit  (by  formal  agreement 
or  an  open  book  account)  in  connec¬ 
tion  with  the  sale  of  products,  proper¬ 
ty,  or  services,  (3)  the  formal  deferral 
of  interest  collection.  (4)  the  purchase 
or  repurchase  of  obligations  that  have 
been  insured  or  guaranteed  by  the 
U.S.  Government,  and  (5)  payments  by 
the  U.S.  Government  in  cases  of  de¬ 
fault  on  insiu-ed  or  guaranteed  loans 
and  other  investments  when  the  U.S. 
Government  acquires  a  debt  instru¬ 
ment  from  the  insured. 

(g)  Long-term  loans  and  credits. 
“Long-term  loans  and  credits”  include 
any  indebtedness  under  which  the 
original  payment  terms  provided  for 
payment  within  a  period  of  time  ex¬ 
ceeding  1  year  after  delivery  or  perfor¬ 
mance. 

(h)  Official  obligor.  “Official  obli¬ 
gors”  are  debtors  or  guarantors  who 
are: 

(1)  Central  governments  or  their  de¬ 
partments  (ministries)  or  components, 
whether  administrative  or  commercial. 

(2)  Political  subdivisions  such  as 
states,  provinces,  departments,  and 
municipalities. 

(3)  Foreign  central  banks. 

(4)  Other  institutions  (such  as  corpo¬ 
rations,  development  banks,  railways, 
and  utilities)  when  (i)  the  budget  of 
the  Institution  is  subject  to  the  ap¬ 
proval  of  the  government,  or  (ii)  the 
government  owns  more  than  50  per¬ 
cent  of  the  voting  stock  or  more  than 
half  of  the  members  of  the  board  of 
directors  are  government  representa¬ 
tives,  or  (iii)  in  the  case  of  default  the 
government  or  central  bank  would 
become  liable  for  the  debt  of  the  insti¬ 
tution. 

(5)  Any  official  multinational  organi¬ 
zation. 

(i)  Private  obligor.  “Private  obligors” 
are  all  debtors  or  guarantors  who  are 
not  defined  as  “official  obligors.” 

(j)  Program.  Program  is  the  law,  in¬ 
ternational  treaty,  appropriation,  or 
other  authority  under  which  the  loans 
or  credits  are  extended,  or  the  ac¬ 
counts  receivable  arise.  When  a  narra¬ 
tive  progrram  designation  is  required, 
commonly  used  terms  should  be  used, 
e.g..  Arms  Export  Control  Act.  Logisti¬ 
cal  Support,  and  Military  Assistance 
Advisory  Groups. 

(k)  Short-term  loans  and  credits. 
“Short-term  loans  and  credits”  include 
any  indebtedness  under  which  the 
original  payment  terms  provided  for 
payment  within  a  period  from  90  days 


to  and  including  1  year  after  delivery 
or  performance. 

(1)  Time  conventions.  The  terms  30, 
60  and  90  days  should  be  interpreted 
to  mean  1.  2,  and  3  calendar  months, 
respectively.  That  is,  the  period  Febru¬ 
ary  6  through  May  5  would  be  consid¬ 
ered  to  be  90  days.  For  example,  in  cal¬ 
culating  amounts  “due  and  unpaid”  90 
days  or  more  as  of  December  31  the 
amounts  due  before  October  1  and  re¬ 
maining  unpaid  as  of  December  31 
would  be  reportable.  However, 
amounts  due  as  of  October  1  but  re¬ 
maining  unpaid  at  December  31  would 
not  be  reportable. 

[FR  Doc.  78-7144  Piled  3-16-78;  8:45  am] 
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Titia  45 — Public  Walfor* 

CHAPTER  XVI— LEGAL  SERVICES 
CORPORATION 

PART  1622— PUBLIC  ACCESS  TO 
MEETINGS  UNDER  THE  GOVERN- 
MENT  IN  THE  SUNSHINE  ACT 

AGENCY:  Legal  Services  Corporation. 
ACTION:  Final  Regulation. 

SUMMARY;  The  Government  in  the 
Sunshine  Act.  5  U.S.C.  Section  522b. 
requires  certain  agencies  of  the  United 
States  to  hold  open  meetings,  subject 
to  prescribed  exceptions,  when  agency 
members  jointly  dispose  of  its  busi¬ 
ness.  Although  the  Legal  Services  Cor¬ 
poration  is  not  a  federal  agency.  Sec¬ 
tion  1004(g)  of  the  Legal  Services  Cor¬ 
poration  Act  applies  the  Svuishine 
Act’s  provisions  to  the  Corporation 
and  the  state  advisory  councils  ap¬ 
pointed  pursuant  to  Section  1004(f)  of 
the  Act.  This  Part  was  published  pre¬ 
viously  for  notice  and  comment.  43  FR 
1807  (January  12,  1978).  No  major 
comments  were  received.  The  Corpora¬ 
tion  is,  therefore,  republishing  Part 
1622  to  become  effective  30  days  here¬ 
after. 

EFFECTIVE  DATE:  AprU  17.  1978. 

ADDRESS:  Legal  Services  Corpora¬ 
tion,  733  15th  Street,  NW..  Suite  700, 
Washington,  D.C.  20005. 

FOR  FURTHER  INFORMATION 
CONTACT: 

Stephen  S.  Walters,  202-376-5113. 

45  CFR  Chapter  XVI  is  iQhended  by 
adding  a  new  Part  1622,  reading  as  fol¬ 
lows: 

Sec. 

1622.1  Purpose  and  scope. 

1622.2  Definitions. 

1622.3  Open  meetings. 

1622.4  Public  announcement  of  meetings. 

1622.5  Grounds  on  which  meetings  may  be 
closed  or  information  withheld 

1622.6  Procedures  for  closing  discussion  or 
withholding  information. 
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See 

1622.7  Certification  by  the  General  Coun¬ 
sel. 

1622.8  Records  of  closed  meetings. 

1622.9  Report  to  Congress. 

Adthoritt;  Sec.  1004(g),  Pub.  L.  95-222,  91 
SUt.  1619  (42  U.S.C.  2996c<g)). 

§  1622.1  Purpose  and  scope. 

This  Part  is  designed  to  provide  the 
public  with  full  access  to  the  delibera¬ 
tions  and  decisions  of  the  Board  of  Di¬ 
rectors  of  the  Legal  Services  Corpora¬ 
tion,  committees  of  the  Board,  and 
state  Advisory  Councils,  while  main¬ 
taining  the  ability  of  those  bodies  to 
carry  out  their  responsibilities  and 
protecting  the  rights  of  individuals. 

§  1622.2  Definitions. 

“Board”  means  the  Board  of  Direc¬ 
tors  of  the  Legal  Services  Corporation. 

“Committee”  means  any  formally 
designated  subdivision  of  the  Board  es¬ 
tablished  pursuant  to  §  1601.26  of  the 
By-Laws  of  the  Corporation. 

“Council”  means  a  state  Advisory 
Council  appointed  by  a  state  Governor 
or  the  Board  pursuant  to  Section 
1004(f)  of  the  Legal  Services  Corpora¬ 
tion  Act  of  1974,  42  U.S.C.  §  2996c(f ). 

“Member”  means  a  voting  member 
of  the  Board  or  of  a  Council.  Refer¬ 
ence  to  actions  by  or  communications 
to  "members”  means  action  by  or  com¬ 
munications  to  Board  members  with 
respect  to  proceedings  of  the  Board, 
committee  members  with  respect  to 
proceedings  of  their  committees,  and 
council  members  with  respect  to  pro¬ 
ceedings  of  their  councils. 

“Meetings”  means  the  deliberations 
of  a  quorum  of  the  Board,  or  of  any 
committee,  or  of  a  council,  when  such 
deliberations  determine  or  result  in 
the  joint  conduct  or  disposition  of  Cor¬ 
poration  business,  but  does  not  include 
deliberations  about  a  decision  to  open 
or  close  a  meeting,  a  decision  to  with¬ 
hold  information  about  a  meeting,  or 
the  time,  place,  or  subject  of  a  meet¬ 
ing. 

“Quorum”  means  the  number  of 
Board  or  committee  members  autho¬ 
rized  to  conduct  Corporation  business 
pursuant  to  the  Corporation’s  By-laws, 
or  the  number  of  council  members  au¬ 
thorized  to  conduct  its  business. 

“General  Counsel”  means  the  Gen¬ 
eral  Counsel  of  the  Corporation,  or  a 
person  designated  by  the  General 
Counsel,  or  a  member  designated  by  a 
council  to  act  as  its  chief  legal  officer. 

“Secretary”  means  the  secretary  of 
the  Corporation,  or  a  person  designat¬ 
ed  by  the  Secretary,  or  a  member  des¬ 
ignated  by  a  council  to  act  as  its  secre¬ 
tary. 

§  1622.3  Open  meetings. 

Every  meeting  of  the  Board,  a  com¬ 
mittee,  or  a  council  shall  be  open  in  its 
entirety  to  public  observation  except 
as  otherwise  provided  in  §  1622.5. 


§1622.4  Public  announcement  of  meet¬ 
ings. 

(a)  Public  announcement  shall  be 
made  of  every  meeting.  The  announce¬ 
ment  shall  include:  (1)  The  time, 
place,  and  subject  matter  to  be  dis¬ 
cussed;  (2)  whether  the  meeting  or  a 
portion  thereof  is  to  be  open  or  closed 
to  public  observation;  and  (3)  the 
name  and  telephone  number  of  the  of¬ 
ficial  designated  by  the  Board,  com¬ 
mittee,  or  comicil  to  respond  to  re¬ 
quests  for  information  about  the  meet¬ 
ing. 

(b)  The  announcement  shall  be 
made  at  least  seven  calendar  days 
before  the  meeting,  unless  a  majority 
of  the  members  determines  by  a  re¬ 
corded  vote  that  Corporation  business 
requires  a  meeting  on  fewer  than 
seven  days  notice.  In  the  event  that 
such  a  determination  is  made,  public 
announcement  shall  be  made  at  the 
earliest  practicable  time. 

(c)  Each  public  announcement  shall 
be  posted  at  the  offices  of  the  Corpo¬ 
ration  in  an  area  to  which  the  public 
has  access,  and  promptly  submitted  to 
the  Federal  Register  for  publication. 
Reasonable  effort  shall  be  made  to 
communicate  the  annoimcement  of  a 
Board  or  committee  meeting  to  the 
chairman  of  each  council  and  each  re¬ 
cipient  of  funds  from  the  Corporation, 
and  of  a  coimcil  meeting  to  each  re¬ 
cipient  within  the  same  state. 

(d)  An  amended  announcement  shall 
be  issued  of  any  change  in  the  infor¬ 
mation  provided  by  a  public  annoimce¬ 
ment.  Such  changes  shall  be  made  in 
the  following  manner: 

(1)  The  time  or  place  of  a  meeting 
may  be  changed  without  a  recorded 
vote. 

(2)  The  subject  matter  of  a  meeting, 
or  a  decision  tq  open  or  close  a  meet¬ 
ing  or  a  portion  thereof,  may  be 
changed  by  recorded  vote  of  a  major¬ 
ity  of  the  members  that  Corportion 
business  so  requires  and  that  no  earli¬ 
er  announcement  of  the  change  was 
possible. 

.  An  amended  public  announcement 
shall  be  made  at  the  earliest  practica¬ 
ble  time  and  in  the  manner  specified 
by  §  1622.4  (a)  and  (c). 

§1622.5  Grounds  on  which  meetings  may 
be  closed  or  information  withheld. 

Except  when  the  Board,  committee, 
or  council  finds  that  the  public  inter¬ 
est  requires  otherwise,  a  meeting  or  a 
portion  thereof  may  be  closed  to 
public  observation,  and  information 
pertaining  to  such  meeting  or  portion 
thereof  may  be  withheld,  if  the  Board, 
committee,  or  council  determines  that 
such  meeting  or  portion  thereof,  or 
disclosure  of  such  information,  will 
more  probably  than  not: 

(a)  Relate  solely  to  the  internal  per¬ 
sonnel  rules  and  practices  of  the  Cor¬ 
poration: 

(b)  Disclose  matters  specifically 
exempted  from  disclosure  by  sti^tue 


(other  than  the  Freedom  of  Informa¬ 
tion  Act,  5  UJS.C.  §552):  Provided, 
That  such  statute  (i)  requires  that  the 
matters  be  withheld  from  the  public  in 
such  a  manner  as  to  leave  no  discre¬ 
tion  on  the  issue,  or  (ii)  establishes 
particular  types  of  matters  to  be  with¬ 
held; 

(c)  Disclose  trade  secrets  and  com¬ 
mercial  or  financial  information  ob¬ 
tained  from  a  person  and  privileged  or 
confidential; 

(d)  Involve  accusing  any  person  of  a 
crime,  or  formally  censuring  any 
person; 

(e)  Disclose  information  of  a  person¬ 
al  nature  where  disclosure  would  con¬ 
stitute  a  clearly  unwarranted  invasion 
of  personal  privacy; 

(D  Disclose  investigatory  records 
compiled  for  the  purpose  of  enforcing 
the  Act  or  any  other  law,  or  informa¬ 
tion  which  if  written  would  be  con¬ 
tained  in  such  records,  but  only  to  the 
extent  that  the  production  of  such  re¬ 
cords  or  information  would  (i)  inter¬ 
fere  with  enforcement  pnxieedings,  (ii) 
deprive  a  person  of  a  right  to  a  fair 
trial  or  an  impartial  adjudication,  (iii) 
constitute  an  unwarranted  invasion  of 
personal  privacy,  (iv)  disclose  the  iden¬ 
tity  of  a  confidential  source,  (v)  dis¬ 
close  investigative  techniques  and  pro¬ 
cedures,  or  (Vi)  endanger  the  life  or 
physical  safety  of  law  enforcement 
personnel. 

(g)  Disclose  information  the  prema¬ 
ture  disclosure  of  which  would  be 
likely  significantly  to  frustrate  imple¬ 
mentation  of  a  proposed  Corporation 
action,  except  that  this  subparagraph 
shall  not  apply  in  any  instance  where 
the  Corporation  has  already  disclosed 
to  the  public  the  content  or  nature  of 
its  proposed  action,  or  where  the  Cor¬ 
poration  is  required  by  law  to  make 
such  disclosure  on  its  own  initiative 
prior  to  taking  final  action  on  such 
proposal;  or 

(h)  Specifically  concern  the  Corpo¬ 
ration’s  participation  in  a  civil  action 
or  proceeding,  an  action  in  a  foreign 
court  or  international  tribunal,  or  an 
arbitration,  or  the  initiation,  conduct, 
or  disposition  by  the  Corporation  of  a 
particular  case  involving  a  determina¬ 
tion  on  the  record  after  opportunity 
for  a  hearing. 

§  1622.6  Procedures  for  closing  discussion 
or  withholding  information. 

(a)  No  meeting  or  portion  of  a  meet¬ 
ing  shall  be  closed  to  public  observa¬ 
tion,  and  no  information  about  a  meet¬ 
ing  shall  be  withheld  from  the  public, 
except  by  a  recorded  vote  of  a  major¬ 
ity  of  the  members  with  respect  to 
each  meeting  or  portion  thereof  pro¬ 
posed  to  be  closed  to  the  public,  or 
with  respect  to  any  information  that  is 
proposed  to  be  withheld. 

(b)  Each  matter,  discussion  of  which 
is  to  be  closed  to  public  observation, 
and  any  Information  that  is  to  be 
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withheld,  shall  be  the  subject  of  a  sep¬ 
arate  vote,  unless  the  matter  or  infor¬ 
mation  is  expected  to  involve  a  series 
of  meeting.  In  such  cases,  the  mem¬ 
bers  may  vote  to  close  the  discussion 
or  withhold  information  about  the 
same  particular  matter  for  a  period  of 
thirty  days  from  the  date  of  the  initial 
discussion  in  the  series  of  meetings. 

(c)  Whenever  any  person’s  interest 
may  be  directly  affected  by  a  matter 
to  be  discuss^  at  a  meeting,  the 
person  may  request  that  a  portion  of 
the  meeting  be  closed  to  public  obser¬ 
vation  by  filing  a  written  statement 
with  the  Secretary.  The  statement 
shall  set  forth  the  person’s  interest, 
the  manner  in  which  that  interest  will 
be  affected  at  the  meeting,  and  the 
groimds  upon  which  closure  is  claimed 
to  be  proper  under  §  1622.5.  The  Secre¬ 
tary  shall  promptly  communicate  the 
request  to  the  members,  and  a  record¬ 
ed  vote  as  required  by  §  1622.6(a)  shall 
be  taken  if  any  member  so  requests. 

(d)  With  respect  to  each  vote  taken 
pursuant  to  §  1622.6(a)-<c),  the  Corpo¬ 
ration  shall,  within  one  business  day, 
make  publicly  available; 

(DA  written  record  of  the  vote  of 
each  member  on  the  question; 

(2)  A  full  statement  of  any  action 
closing  a  meeting  or  portion  thereof, 
with  reference  to  the  specific  exemp¬ 
tion  listed  in  §  1622.5,  including  a 
statement  of  reasons  as  to  why  the 
specific  discussion  comes  within  the 
cited  exemption  and  a  list  of  all  per¬ 
sons  expected  to  attend  the  closed 
meeting  and  their  affiliation. 

§  1622.7  Certific'-tion  by  the  Generai 
Counsel. 

Before  a  meeting  or  portion  thereof 
is  closed,  the  General  Counsel  shall 
certify  publicly  whether  the  meeting 
may  be  closed  to  the  public  and  shall 
state  each  relevant  exemption.  A  copy 
of  the  certification,  together  with  a 
statement  from  the  presiding  officer 
of  the  meeting  setting  forth  the  time 
and  place  of  the  meeting  and  the  per¬ 
sons  present,  shall  be  retained  by  the 
Corporation. 

§  1622.8  Records  of  closed  meetings. 

(a)  The  Secretary  shall  make  a  com¬ 
plete  transcript,  or  electronic  recxird- 
iitg  adequate  to  record  fully  the  pro¬ 
ceedings  of  each  meeting  or  portion 
thereof  closed  to  the  public,  except 
that  in  the  case  of  a  meeting  or  any 
portion  thereof  closed  to  the  public 
pursuant  to  paragraph  (h)  of  §  1622.5, 
a  transcript,  a  recording,  or  a  set  of 
minutes  shall  be  made.  Any  such  min¬ 
utes  shall  describe  all  matters  dis¬ 
cussed  and  shall  provide  a  summary  of 
any  actions  taken  and  the  reasons 
therefor,  including  a  description  of 
each  member’s  views  expressed  on  any 
item  and  the  reciord  of  each  member’s 
vote  on  the  question.  All  documents 
considered  in  cx)nnec;tion  with  any 
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action  shall  be  identified  in  the  min¬ 
utes. 

(b)  A  complete  copy  of  the  tran¬ 
script,  recorcUng,  or  minutes  required 
by  S  1622.8(a)  shall  be  maintained  at 
the  Corporation  for  a  Board  or  com¬ 
mittee  meeting,  and  at  the  appropriate 
Regional  Office  for  a  cocmcil  meeting, 
for  a  period  of  two  years  after  the 
meeting. 

(c)  The  Corporation  shall  make 
available  to  the  public  all  portions  of 
the  transcript,  rec;ording,  or  minutes 
required  by  $  1622.8(a)  that  do  not 
contain  information  that  may  be  with¬ 
held  under  $  1622.5.  A  copy  of  those 
portions  of  the  transcript,  recording, 
or  minutes  that  are  available  to  the 
public  shall  be  furnished  to  any 
person  upon  request  at  the  actual  cost 
of  duplication  or  transcription.  * 

(d)  Copies  of  Corporation  records 
other  than  notices  or  records  prepared 
under  this  Part  may  be  pursued  in  ac¬ 
cordance  with  Part  1602  of  these  regu¬ 
lations. 

§  1622.9  Report  to  Congress. 

The  Corporation  shall  report  to  the 
Congress  annually  regarding  its  com¬ 
pliance  with  the  requirements  of  the 
Government  in  the  Sunshine  Act,  5 
n.S.C.  §  552b,  including  a  tabulation  of 
the  number  of  meetings  open  to  the 
public,  the  number  of  meetings  or  por¬ 
tions  of  meetings  closed  to  the  public, 
the  reasons  for  closing  such  meetings 
or  portions  thereof,  and  a  description 
of  any  litigation  brought  against  the 
Corporation  under  5  U.S.C.  §552b.  in¬ 
cluding  any  costs  assessed  against  the 
Corporation  in  such  litigation. 

Thomas  Ehrlich, 
President, 

Legal  Services  Corporation. 

IFR  Doc.  78-7127  Piled  3-16-78;  8:45  am] 


[7035-01] 

SUBCHAPTER  A— GENERAL  RULES  AND 
RE(MJLATIONS 

{Service  Order  No.  1310] 

PART  1033~CAR  SERVICE 

C*rtein  Railroad*  Authorixed  To 
Transport  Multiple-Car  Grain  Ship¬ 
ments  of  270  Net  Tons 

AGEa^CY;  Interstate  Commerce  Com¬ 
mission. 

ACTION:  Emergency  Order  (Service 
Order  No.  1310). 

SUMMARY:  The  grain  tariffs  of  nu¬ 
merous  midwestem  railroads  establish 
minimum  weights  of  1,000  net  tons  ap¬ 
plicable  to  reshipments  from  storage- 
in-transit  stations.  Such  tariff  minima 
require  the  carrier  to  furnish  11  large 
capacity  covered  hoppers  at  one  time 
to  transport  the  shipment.  Because  of 


a  severe  shortage  of  such  cars  the  car¬ 
riers  often  require  several  days  to  ac¬ 
cumulate  sufficient  cars  to  transport 
the  shipment  resulting  in  loss  of  car 
utilization  and  delays  to  shipments. 
Service  Order  No.  1310  reduces  the 
tariff  minima  to  270  net  tons  which 
enable  the  traffic  to  be  transported  in 
3-car-lots  instead  of  11 -car-lots  as  at 
present. 

DATES:  Effective  March  14,  1978.  Ex¬ 
pires  May  31,  1978. 

FOR  FURTHER  INFORMATION 
CONTACT: 

C.  C.  Robinson,  Chief,  Utilization 
and  Distribution  Branch,  Interstate 
Commerce  Commission.  Washing¬ 
ton,  D.C.  20423,  telephone  202-275- 
7840,  telex  89-2742. 

SUPPLEMENTARY  INFORMATION: 
At  a  session  of  the  Interstate  Com¬ 
merce  Commission.  Railroad  Service 
Board,  held  in  Washington.  D.C.,  on 
the  10th  day  of  March,  1978. 

The  tariffs  listed  in  this  order  re¬ 
quire  that  a  minimum  weight  of  1,000 
net  tons  of  grain  be  shipped  from  a 
storage-in-transit  point,  to  be  loaded 
into  covered  hopper  cars  subject  to  a 
per  car  minimum  weight  of  190,000 
pounds.  Compliance  with  these  tariff 
provisions  requires  the  carriers  to  fur¬ 
nish  11  jumbo  covered  hoppers  for 
each  such  shipment  from  the  storage- 
in-transit  point.  Because  of  an  ex¬ 
treme  shortage  of  covered  hopper  cars 
of  this  capacity,  these  railroads  are 
unable  to  assemble  the  required 
number  of  cars  without  excessive  car 
delay  and  Icxss  of  car  utilization.  To  al¬ 
leviate  this  condition  reduced  mini¬ 
mum  weights  of  270  net  tons  per  ship¬ 
ment  have  been  published,  which  re¬ 
quire  the  use  of  only  three  such  cars. 
These  reduced  minima  are  applicable 
only  to  shipments  made  from  actual 
point  of  ori^n  on  or  after  the  effective 
dates  of  their  publication.  Shipments 
presently  in  storage  which  originated 
prior  to  such  dates  remain  subject  to 
1,000  net  ton  minimum  weights- when 
reshipped  from  the  storage-in-transit 
point. 

It  is  the  opinion  of  the  Commission 
that  good  cause  exists  to  authorize  the 
application  of  minimum  weights  of  270 
net  tons  to  such  shipments  regardless 
of  the  date  the  grain  was  shipped  from 
origin;  that  notice  and  public  proce¬ 
dure  herein  are  impracticable  and  con¬ 
trary  to  the  public  interest;  and  that 
good  cause  exists  for  making  this 
order  effective  upon  less  than  30-days 
notice. 

It  is  ordered.  That: 

§1033.1310  Service  Order  No.  1310.  Cer¬ 
tain  Railroads  Authorized  To  'Trans¬ 
port  Multiple-car  Grain  Shipments  of 
270  Net  Tons. 

(a)  Multiple-car  shipments  of  grain, 
grain  sorghums  or  soybeans,  reshipped 


FEDERAL  REGISTER,  VOL.  43,  NO.  53— nUDAY,  MARCH  17,  1973 


RULES  AND  REGULATIONS 


11201 


from  a  storage-ln-transit  point  under 
the  provisions  of  the  tariff  items 
named  in  section  (b)  of  this  order  shall 
be  subject  to  a  minimum  weight  of  270 
tons  of  2,000  pounds,  per  shipment  re¬ 
gardless  of  the  date  the  grain  was 
shipped  from  origin  to  the  storage-in- 
translt  point. 

(b)  List  of  Tariffs,  including  supple¬ 
ments  thereto  or  reissues  thereof,  sub¬ 
ject  to  this  order: 


TarlUNa 

ICCNa 

Item  terlea 
No. 

ATSF  5SS5-J _ 

ICC  15103 _ 

320 

nw  M-A 

ICC  47« _ 

.  SID 

CMStPScP  18100- 

ICC  D-8480  .„ 

_  580 

M. 

CRIAP  332S0-R.._ 

ICC  C-13071... 

275 

wns  10-E . 

ICC  5500 

680 

MKT  81 33- J _ 

ICC  1831 _ 

_  200 

BAP  67-P....  „ 

ICC  518 _  . 

_  300 

NW  915-C_... 

ICC  10357 

..  305 

8LSP6721-S _ 

ICC  A  -14S0  ... 

285 

Xn»  3080-X . 

KX:  5818 _ 

430 

(c)  Explanation  of  railroad  abbrevia¬ 
tions: 

ATSP— The  Atchison,  Topeka,  and 
Sante  Fe  Railway  Company 

BN— Burlington  Northern  Inc. 

CMStPdsP— Chicago,  Milwaukee,  St. 
Paul  and  Pacific  Railroad  Company 

KCS— Kansas  City  Southern  Rail¬ 
way  Company 

MKT— Mls.«;ourl-Kansas-Texas  Rail¬ 
road  Company 

MP— Missouri  Pacific  Railroad  Com¬ 
pany 

NW— Norfolk  and  Western  Railway 
Company 

SLSP— St.  Louis-San  Francisco  Rail¬ 
way  Company 

UP— Union  Pacific  Railroad  Compa¬ 
ny 

(d)  Other  tariff  provisions: 

All  tariff  provisions  not  specifically 
modified  by  this  order  shall  remain  in 
effect. 

(e)  Application.  The  provisions  of 
this  order  shall  apply  to  intra.state,  in¬ 
terstate  and  foreign  traffic. 

(f)  Effective  date.  This  order  shall 
become  effective  at  12:01  a.m.,  March 
14.  1978. 

(g)  Expiration  date.  The  provisions 
of  this  order  shall  expire  at  11:59  p.m.. 
May  31, 1978.  (49  U.S.C.  1(10-17).) 

It  is  furthered  ordered.  That  copies 
of  this  order  shall  be  served  upon  the 
Association  of  American  Railroads. 
Car  Service  Division,  as  agent  of  the 
railroads  subscribing  to  the  car  service 
and  car  hire  agreement  under  the 
terms  of  that  agreement,  and  upon  the 
American  Short  Line  Railroad  Associ¬ 
ation;  and  that  notice  of  this  order 
shall  be  given  to  the  general  public  by 
depositing  a  copy  in  the  Office  of  the 
Secretary  of  the  Commission  at  Wash¬ 
ington,  D.C.,  and  by  filing  it  with  the 
Director,  Office  of  the  Federal  Regis¬ 
ter. 

By  the  Commission,  Railroad  Ser¬ 
vice  Board,  members  Joel  E.  Bums. 


Robert  S.  Turklngton  and  John  R.  Mi¬ 
chael. 

H.  O.  B[omme,  Jr., 
Acting  Secretary. 
[FR  Doc.  78-7173  FDed  3-18-78;  8:45  am] 


[7035-01] 

Title  49 — Tronsportotion 

CHAPTER  X— INTERSTATE  COM- 

MERGE  COMMISSION,  DEPART- 
MENT  OF  TRANSPORTATION 

SUBCHAPTER  D— TARIFFS  AND  SCHEDULES 
[£x  Parte  No.  297  (Sub-No.  2)] 

PART  1331— SECTION  5a 
APPLICATIONS 

Notification  of  Rato  Proposals 
Following  Prior  Independent  Action 

AGENCY:  Interstate  Commerce  Com¬ 
mission. 

ACTION:  Final  rule. 

SUMMARY:  The  Interstate  Com¬ 
merce  Commission  is  adopting  a  rule 
that  will  prohibit  motor  common  car¬ 
rier  rate  bureaus  from  changing  or 
cancelling  rates  established  by  inde¬ 
pendent  action  without  first  notifying 
the  carriers  participating  in  such  rates 
of  the  action  proposed  and  obtaining 
their  written  consent.  The  Commis¬ 
sion  is  adopting  this  rule  because  it 
found  in  the  course  of  the  rulemaking 
proceeding  that  unconsented  to 
changes  and  cancellations  of  rates  es¬ 
tablished  by  Independent  action  can 
and  do  occur,  and  that  occurrences  of 
this  nature  infringe  the  statutory 
right  of  independent  action.  The  rule 
adopted  here  will  prevent  unconsented 
to  changes  in  thse  rates  from  occur¬ 
ring  in  the  future. 

DATE:  The  rule  adopted  here  will 
take  effect:  June  15, 1978. 

FOR  FURTHER  INFORMATION 
CANTACT: 

Deputy  Director  Rosenak  or  Assis¬ 
tant  Deputy  Director  Gobetz,  Sec¬ 
tion  of  Rates,  Office  of  Proceedings, 
Interstate  Commerce  Commission, 
Washington,  D.C.  20423,  202-275- 
7693. 

SUPPLEMENTARY  INFORMATION: 
This  proceeding  was  instituted  by 
Order  date  June  24,  1977,  and  by 
notice  in  the  Federal  Register  on 
July  8,  1977,  42  Federal  Register 
35175.  The  Commission,  at  the  request 
of  the  Department  of  Justice,  pro¬ 
posed  a  rule  designed  to  curtail  prac¬ 
tices  under  which  rates  established  by 
independent  action  were  changed  or 
cancelled  without  the  alleged  know- 
lede  or  consent  of  the  carriers  partici¬ 
pating  in  the  rates.  The  proposed  rule 
reads  as  follows: 


No  rate  bureau  may  publish  any  tariff 
which  has  the  effect  of  changing  or  modify¬ 
ing  any  rate,  term,  or  condition  of  an  exist¬ 
ing  tariff,  which  rate,  term  or  condition  was 
the  result  of  the  exercise  of  independent 
action  by  a  member  of  the  rate  bureau, 
unless  the  rate  bureau  shall  have  first  noti¬ 
fied  such  member  that  a  proposed  tariff  will 
change  or  modify  the  rate,  term  or  condi¬ 
tion  which  resulted  from  that  member’s  ex¬ 
ercise  of  Independent  action  and  shall  have 
obtained  the  member’s  written  consent  to 
the  change  or  modification. 

Public  comment  on  the  proposal  re¬ 
vealed  not  only  that  unconsented  to 
changes  in  and  cancellations  of  motor 
carrier  independent  action  rates  can 
occur,  but  that^hey  do  occur.  Changes 
of  this  nature  are  caused  by  the  inade¬ 
quacy  of  notice  to  carriers,  docketing 
practices  of  rate  bureaus,  and  carrier 
inattentiveness.  These  practices  in¬ 
fringe  upon  the  right  of  independent 
action.  Comment  also  revealed  that 
notice  to  shippers  and  other  interested 
parties  of  proposals  to  change  motor 
carrier  and  rail  independent  action 
rates  is  inadequate,  and  that  motor 
carriers,  shippers  and  other  interested 
parties  are  often  accorded  an  insuffi¬ 
cient  amount  of  time  to  reply  to  these 
proposals.  These  practices  violate  the 
right  to  notice  and  the  right  to  be 
heard  in  the  rate  bureau  setting. 

With  these  problems  in  mind,  the 
proposed  rule  would  do  three  things: 
(1)  require  that  motor  carriers,  ship¬ 
pers  and  other  interested  parties  be 
accorded  notice  of  proposals  to  change 
or  cancel  rates  established  by  indepen¬ 
dent  action,  (2)  require  that  these  par¬ 
ties  be  allowed  a  minimum  of  fourteen 
days  to  reply  in  person  or  in  writing  to 
proposals  to  change  or  cancel  indepen¬ 
dent  action  rates,  and  (3)  require  that 
motor  carrier  rate  bureaus  obtain  the 
written  consent  of  carriers  before 
changing  or  cancelling  independent 
action  rates  in  which  they  are  partici¬ 
pating.  In  addition,  the  rule  would 
define  key  terms  such  as  "independent 
action”,  "adequate  notice”,  “rate 
bureau”,  and  “rate”. 

The  rule  would  also  make  an  excep¬ 
tion.  It  would  relieve  rate  bureaus 
from  complying  with  the  notice  and 
consent  requirements  of  the  rule  when 
proposing  changes  in  independent 
action  rates  pursuant  to  a  general  rate 
increase  or  rate  restructuring.  The  ex¬ 
ception  is  made  because  general  rate 
increases  and  rate  restructurings,  do 
not  affect  the  efficiency  of  the  right 
of  independent  action.  Nor  do  they  de¬ 
prive  carriers,  shippers  and  other  in¬ 
terested  parties  of  the  right  to  notice, 
because  changes  of  this  nature  are 
widely  publicized  well  before  the  fact. 

Also,  the  rule  would  not  take  effect 
until  June  15,  1978.  The  evidence  of 
record  and  Commission  knowledge  of 
rate  bureau  operations  indicates  that 
rate  bureaus  will  be  able  to  comply 
with  the  rule  if  given  sufficient 
amount  of  time  to  prepare  to  do  so. 
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Thiis.  the  rule  will  address  genuine 
problems  in  current  rate  bureau  prac¬ 
tices  detrimental  to  carriers,  shippers 
and  consumers  without  unduly  ham¬ 
pering  rate  bureau  operations  and 
thus  strike  a  proper  balance  between 
important  but  competing  interests.  It 
is  for  these  reasons  that  that  rule  is 
adopted. 

The  rule  promulgated  here  is  issued 
imder  the  authority  of  49  U.S.C.  §§  5b. 
5c.  12  and  304(aK6),  and  was  adopted 
formally  at  a  General  Session  of  the 
Interstate  Commerce  Commission  held 
at  its  office  in  Washington,  D.C.  on 
the  7th  day  of  March.  1978. 

By  the  Commission. '  Commissioner 
Gresham  concurring.  Conunissioner 
Stafford  concurring  hi  part  and  dis¬ 
senting  in  part,  and  Commissioner 
Murphy  dissenting. 

H.  G.  Hoboce.  Jr., 
Acting  Secretary. 

Under  49  U.S.C.  §§  5b.  5c.  12, 

304(aK6).  49  C.F.R.  Part  1331  is 
amended  by  adding  a  new  §  1331.6, 
reading  as  follows: 

S  1331.6  Changing  or  cancelling  rates  es¬ 
tablished  by  independent  action. 

(a)  For  purposes  of  this  subsection 
the  foUouhng  definitions  shall  apply: 
(1)  “Independent  action”  is  any  action 
taken  by  a  common  carrier  member  of 
a  rate  bureau,  on  or  after  the  date  this 
rule  takes  effect,  (i)  To  establish  a 
rate,  to  be  published  in  the  appropri¬ 
ate  rate  bureau  tariff,  or  to  cancel  a 
rate  for  that  carrier’s  account,  or  (ii) 
To  instruct  the  rate  bureau  that  an 
existing  rate  (whether  established  by 
independent  action  or  collective 
action),  that  is  proposed  to  be  changed 
or  cancelled,  be  retained  for  that  carri¬ 
er’s  account  and  published  in  the  ap¬ 
propriate  bureau  tariff,  or  (iiH  To 
have  published  for  its  account  in  the 
appropriate  rate  bureau  tariff  a  rate 
established  by  the  independent  action 
of  another  carrier.  This  definition  ap¬ 
plies  regardless  of  the  manner  in 
which  the  carrier  joins  in  the  rate,  as 
long  as  the  rate  published  for  the  Join¬ 
ing  carrier’s  account  is  the  same  as  the 
rate  established  by  the  other  carrier 
imder  independent  action.  (2)  "Ade¬ 
quate  Notice”  is  notice  which  informs 
the  carrier,  shipper  or  other  interested 
party  for  which  it  is  intended  (i)  that 
a  proposal  has  been  made  to  change  or 
cancel  a  rate  established  by  indepen¬ 
dent  action,  (ii)  of  the  rate  proposed  to 
be  changed  or  cancelled,  (iii)  the  pro¬ 
posed  new  rate  if  there  is  one,  (iv) 
limitations  on  weight  or  other  restric¬ 
tions  pertaining  to  the  existing  rate 
and  the  proposed  rate,  (v)  the  com¬ 
modities  moving  under  the  rate,  (vi) 
the  relevant  origin  and  destination 
points,  (vii)  the  carriers  participating 
in  the  rate  proposed  to  be  changed  or 
cancelled,  and  (viii)  the  identity  of  the 
proponent  of  the  change  or  cancella¬ 


tion.  (3)  A  "rate  bureau"  is  a  rate 
making  conference  consisting  of 
common  carrier  members  operating 
under  the  provisions  of  an  agreement 
approved  by  the  Commission  pursuant 
to  section  5a  or  5b  of  the  Interstate 
Commerce  Act,  49  U.S.C.  9  5b,  5c.  (4) 
The  term  "rate”  refers  to  rates,  fares, 
classifications,  allowances  or  charges 
(including  charges  between  carriers 
and  compensation  paid  or  received  for 
the  use  of  facilities  and  equipment),  or 
rules  and  regulations  pertaining  there¬ 
to.  (5)  A  "general  rate  increase”,  when 
the  term  is  used  in  reference  to  a 
motor  common  carrier  rate  increase,  is 
a  proposed  general  adjustment  of  sub¬ 
stantially  all  the  rates  published  in  a 
rate  bureau’s  tariff  or  tarrlffs.  (6)  A 
"general  rate  increase”,  when  the  term 
is  used  in  reference  to  a  railroad  rate 
increase,  is  a  proposed  general  in¬ 
crease  in  freight  rates  or  charges  for 
the  account  of  substantially  all 
commpn  carriers  by  railroad  in  the 
United  States  or  in  any  of  the  three 
primary  ratemaking  territories, 
namely,  eastern,  western,  or  southern. 
(7)  A  “rate  restructuring”,  as  the  term 
is  used  in  reference  to  motor  carrier 
rates,  is  a  proposed  general  adjust¬ 
ment  of  rates  published  in  a  rate  bu¬ 
reau’s  tariffs  with  the  objective  of  re¬ 
structuring  the  rates  on  a  wide  range 
of  traffic,  involving  both  increases  and 
reductions  in  rates. 

(b)  Duty  of  adequate  notice  to  ship¬ 
pers  and  other  interested  parties. 
Motor  carrier  and  railroad  rate  bu¬ 
reaus  shall  provide  shippers  and  other 
interested  parties  (not  including 
member  carriers  of  the  rate  bureau), 
who  have  requested  notice  of  proposed 
rate  bureau  action  under  the  terms  of 
the  rate  bureau’s  agreement,  adequate 
notice  of  any  proposal  to  change  or 
cancel  a  rate  established  by  indepen¬ 
dent  action. 

(c)  Opportunity  to  be  heard.  Before 
the  Committee  or  other  group  desig¬ 
nated  under  the  terms  of  a  motor  car¬ 
rier  or  railroad  rate  bureau’s  agree¬ 
ment  meets  to  consider  a  proposal  to 
change  or  cancel  a  rate  established  by 
independent  action  (whether  for  the 
purpose  of  voting  to  accept  or  reject 
the  proposal  or  to  consider  whether  to 
recommend  it  to  the  rate  bureau  mem¬ 
bership  for  a  final  vote),  member  car¬ 
riers  (in  the  case  of  motor  carrier  rate 
bureaus),  shippers  and  other  interest¬ 
ed  parties  (in  the  case  of  motor  carrier 
and  rail  rate  bureaus)  shall  have  no 
less  than  fourteen  days  (not  counting 
the  day  notice  of  the  proposal  is  sent 
to  these  parties)  to  respond  to  the 
notice  to  express  their  views  to  the  ap¬ 
propriate  committee  or  group  in  what¬ 
ever  manner  they  so  chose,  be  it  in 
writing,  in  person  or  by  some  other 
means. 

(d)  Duty  of  adequate  notice  to  motor 
carriers  and  to  obtain  their  consent 
(1)  When  a  proposal  has  been  made 


under  the  collective  ratemaking  proce¬ 
dures  of  a  motor  common  carrier  rate 
bureau,  or  under  the  right  of  indepen¬ 
dent  action,  to  change  or  cancel  a  rate 
established  by  independent  action,  all 
member  carriers  of  the  bureau  partici¬ 
pating  in  the  rate  that  is  proposed  to 
be  changed  or  cancelled  shall  be  pro¬ 
vided  adequate  notice  of  that  proposal. 
(2)  ’The  change  or  cancellation  shall 
not  take  effect  or,  as  necessary,  be 
published  for  the  account  of  any 
member  carrier  participating  in  the 
rate  if  the  carrier  does  not  communi¬ 
cate  to.  and  the  rate  bureau  does  not 
receive,  that  carrier’s  written  consent 
to  the  change  in  or  cancellation  of  the 
rate.  Written  consent  must  be  freely 
given  without  any  kind  of  direct  or  in¬ 
direct  pressure  or  coercion  from  any 
other  carrier,  shipper  or  other  party. 
The  requirement  that  written  consent 
be  communicated  and  received  may 
not  be  waived  by  any  carrier,  shipper, 
officer  of  a  rate  bureau  or  other  party. 
'This  rule  applies  notwithstanding  the 
fact  that  a  carrier  of  whom  consent  is 
required  is  in  actual  attendance  or 
voting  at  a  rate  committee  meeting  or 
other  meeting  at  which  the  proposal  is 
considered. 

(e)  General  rate  increases  and  rate 
restructuring.  ’The  provisions  set  forth 
in  paragraphs  (b)  and  (d)  above  do  not 
apply  to  proposals  to  change  rates  es¬ 
tablished  by  independent  action  where 
the  proposal  is  made  as  part  of  a  pro¬ 
posed  general  rate  increase  or  rate  re¬ 
structuring,  and  notice  to  member  car¬ 
riers,  shippers  and  other  interested 
parties  informs  the  reader  in  a  con¬ 
spicuous  place  that  the  proposal  is 
made  as  part  of  a  general  rate  increase 
or  rate  restructuring. 

(f)  A  rate  established  by  independent 
action.  For  purposes  of  this  rule  a  rate 
established  by  independent  action  con¬ 
tinues  to  be  a  rate  established  by  inde¬ 
pendent  action  even  after  it  hu  been 
changed  pursuant  to  a  general  rate  in¬ 
crease  or  rate  restructuring  of  the 
type  defined  in  paragraph  (e).  Howev¬ 
er,  a  rate  established  by  independent 
action  ceases  to  be  a  rate  of  that  char¬ 
acter  for  the  account  of  any  carrier 
participating  in  the  rate  that  consents 
in  writing  pursuant  to  paragraph  (d) 
to  the  proposed  change  in  or  cancella¬ 
tion  of  the  rate.  For  example,  where 
more  than  one  carrier  is  participating 
in  the  rate,  and  the  rate  is  proposed  to 
be  changed,  the  rate  continues  to  be  a 
rate  established  by  independent  action 
for  the  account  of  the  carriers  which 
do  not  consent  to  the  change  or  can¬ 
cellation,  but  ceases  to  be  a  rate  of 
that  type  for  the  account  of  the  carri¬ 
ers  that  give  their  consent  pursuant  to 
paragraph  (d). 

Commissioner  Gresham,  concurring: 
As  indicated  in  my  separate  expres¬ 
sions  in  Rate  Bureau  Investigation,  at 
349  ICC  853-855  and  351  ICC  465, 1  did 
not  Join  the  majority  in  sanctioning 
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concealment  of  the  identity  of  propo¬ 
nents  of  rate  proposals.  Therefore.  I 
gladly  Join  the  majority  in  its  ruling 
here  to  require  public  identification  of 
the  proponents  of  proposals  which 
affect  independent  action  rates.  How¬ 
ever.  I  hope  that  the  Commission  will 
not  stop  with  this  partial  reversal  of 
its  prior  position  and  that,  in  an  ap¬ 
propriate  proceeding,  it  will  prescribe 
public  identification  of  the  proponents 
of  all  rate  proposals. 

Commissioner  Stafford,  concurring 
in  part,  dissenting  in  part: 

I  agree  with  the  action  taken  by  the 
majority,  with  the  following  excep¬ 
tions. 

I  would  make  these  rules  applicable 
to  all  carriers  subject  to  section  5a. 
Railroads  are  governed  by  a  different 
section  of  the  act.  and  their  exclusion 
can  be  Justified.  The  proposal  is  de¬ 
signed  to  prevent  abuses;  and.  al¬ 
though  those  abuses  do  not  seem  to 
occur  among  water  carrier  and  freight 
forwarder  rate  bureaus,  the  same  rules 
should  apply  to  all. 

I  would  not  require  identification  of 
the  proponent  of  a  rate  change.  The 
rationale  expressed  in  Rate  Bureau  In¬ 
vestigation,  349  ICC  811,  831-832,  is  as 
valid  with  regard  to  independent 
action  proposals  as  it  is  with  any 
other. 

Commissioner  Murphy,  dissenting: 
The  majority  would  require  the  propo¬ 
nent  ca^er  of  a  previous  independent 
action  to  affirmatively  seek  its  cancel¬ 
lation,  would  require  an  elaborate  no¬ 
tification  procedure  and  would  length¬ 
en  the  period  in  which  comments 
could  be  submitted  to  rate  bureau  pro¬ 
posals.  Given  the  axiom  that  the  Com¬ 
mission’s  extraordinary  and  awesome 
powers  under  Section  Sa  or  Sb  are 
such  that  it  could  dictate  the  end 


result  reached  herein,  the  questions 
still  to  be  answered  are  whether  the 
action  is  necessary  and  wise.  I  am  op¬ 
posed  to  needless' regulation. 

Unfortunately,  as  admitted  by  the 
majority,  the  record  is  woefully  inad¬ 
equate.  There  appears  to  be  no  sup¬ 
port  for  the  proposal  by  the  regulated 
industry  and  the  evidence  submitted 
by  shippers  and  other  organizations 
does  not  fill  the  void.  I  am  in  agree¬ 
ment  with  the  majority  that  evidence 
submitted  by  any  party  may  rightfully 
be  relied  upon  to  support  an  action. 
But  such  evidence  must  be  adequate  to 
support  the  decision.  In  my  opinion, 
the  evidence  submitted  herein  does 
not  Justify  the  action  taken. 

The  requirement  that  the  proponent 
carrier  of  a  prior  Independent  action 
must  affirmatively  announce  its  re¬ 
quest  that  the  provision  be  canceled 
appears  to  be  inappropriate.  Apparent¬ 
ly,  the  carriers  and  the  rate  bureaus 
may  no  longer  rely  on  an  expeditious 
method  for  processing  a  vote,  i.e.. 
“unless  objections  are  received  by  a 
specified  date  the  proposal  will  be 
deemed  to  be  adopted.*’  Allegedly,  the 
need  for  the  affirmative  action  (a  con¬ 
sent  thereto)  is  to  protect  the  carriers. 
But  this  seems  highly  unusual  espe¬ 
cially  where  no  carrier  raises  that 
issue  or  seeks  that  protection. 

The  elaborate  notice  requirements 
for  changes  in  provisions  established 
by  independent  action  are  such  as  to 
raise  several  questions,  including  the 
cost/benefit  relationship  of  that  ap¬ 
proach.  Apparently,  no  such  study  or 
review  has  been  undertaken. 

The  regulations  to  be  adopted  w’ould 
lengthen  the  period  normally  allowed 
for  replies  to  rate  bureau  proposals 
from  7  to  14  days  but  without  any  ade¬ 
quate  explanation  therefor.  Both  Pub. 
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L.  94-210  and  the  regulations  in  Ex 
Parte  No.  297  provide  for  a  maximum 
of  120  days  in  which  the  rate  bureau 
must  dispose  of  a  proposal.  The  exten¬ 
sion  of  the  normal  reply  period  from  7 
to  14  days  will  obviously  considerably 
shorten  the  period  in  which  the  pro¬ 
posal  can  be  adequately  handled.  But 
again  no  serious  consideration  was 
given  to  that  important  factor. 

*1110  pernicious  aspect  of  the  pro¬ 
posed  regulations  relate  to  the  desig¬ 
nation  of  the  proponent  of  the  inde¬ 
pendent  action.  The  Commission  in  Ex 
Parte  No.  297  specifically  rejected  a 
similar  proposal.  ’The  majority  now 
would  nullify  that  Finding  No.  13. 
Peeling  away  the  thin  veneer  of  re¬ 
spectability  attached  to  the  proimsed 
action  herein  reveals  the  iniquity 
thereof.  The  big  shippers  imder  the 
requirement  for  identification  of  the 
proponent  will  be  able  indirectly  to 
control  the  actions  of  the  carrier.  I  am 
unaware  of  any  requirements  under 
Section  5a  or  5b  that  the  shipper  be 
given  the  right  to  vote  in  rate  bureau 
matters.  In  fact,  the  Commission’s 
policy  as  reflected  in  Finding  No.  11  in 
Ex  Parte  No.  297  specifically  prohibits 
such  shipper  activity,  except  with  the 
prior  approval  of  the  Commission.  The 
requirement  for  disclosure  of  the  pro¬ 
ponent  carrier  herein  will  obviously  be 
contrary  to  the  Commission  policy 
with  regard  to  shipper  affiliates. 

In  summary,  the  weakenss  of  the 
evidence  supporting  the  promulgation 
of  the  regulations  herein  leads  inevita¬ 
bly  to  the  conclusion  that  if  this  were 
a  complaint  proceeding  with  the 
burden  of  proof  on  the  proponent,  the 
complaint  would  be  dismissed. 

In  light  of  the  views  expressed 
above,  I  respectfully  dissent. 

[FR  Doc.  78-7173  Filed  3-16-78;  8:45  am] 
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Thit  Mction  of  the  FEDERAL  REGISTER  contains  notices  to  the  public  of  the  proposed  issuance  of  rules  and  regulations.  The  purpose  of  these  notices  is  to 
give  interested  persons  an  opportunity  to  participate  in  the  rule  making  prior  to  the  adoption  of  the  finol  rules 


[3410-37] 

DEPARTMENT  OF  AGRICULTURE 

Food  Safety  and  Quality  Service 

,  [7  CFR  Part  2858] 

MOZZARELLA  CHEESES 

Study  Draft  United  States  Standards 
for  Grades 

AGENCY:  Food  Safety  and  Quality 
Service,  USDA. 

ACTION:  Advance  notice  of  proposed 
rulemaking. 

SUMMARY:  The  Poultry  and  Dairy 
Quality  Division  of  the  Food  Safety 
and  Quality  Service,  U.S.  Department 
of  Agriculture,  has  study  drafts  avail¬ 
able  for  review  and  comments  in  its 
consideration  of  proposed  n.S.  Stan¬ 
dards  for  Grades  of  Mozzarella 
Cheeses. 

DATE:  Comments  must  be  received  on 
or  before  July  1, 1978. 

ADDRESS:  Send  requests  for  study 
drafts  and  comments  to:  Richard  W. 
Webber.  Assistant  Chief,  Dairy  Sec¬ 
tion,  Standardization  Branch,  Poultry 
and  Dairy  Quality  Division.  Food 
Safety  and  Quality  Service,  UJS.  De¬ 
partment  of  Agriculture.  Washington, 
D.C.  20250,  telephone  202-447-7473. 

FOR  FURTHER  INFORMATION 
CONTACT: 

Same  ^  under  ADDRESS. 

SUPPLEMENTARY  INFORMATION: 
Even  though  Mozzarella  cheeses  are 
the  leading  varieties  of  all  Italian 
cheeses  produced  iif  the  United  States, 
there  are  no  official  U.S.  grade  stan¬ 
dards  for  these  cheeses.  Discussions 
with  users  and  manufacturers  of  the 
cheeses  have  indicated  the  desirability 
of  establishing  grade  standards  for  de¬ 
termining  quality  and  use.  Official  vol¬ 
untary  U.S.  grade  standards  for  the 
four  types  of  Mozzarella  cheese  would 
provide  a  uniform  and  nationally  rec¬ 
ognized  system  for  identifying  the 
quality  of  these  cheeses  to  consumers 
and  commercial  users.  If  quality  grade 
standards  are  established,  manufactur¬ 
ers  that  are  interested  may  identify 
packages  of  their  Mozzarella  cheese 
with  the  appropriate  U.S.  grade  to 
inform  consximers  of  the  quality  of 
cheese  they  are  buying. 

During  the  development  of  these 
draft  standards,  the  Department  con¬ 


ferred  with  various  recognized  experts 
in  the  manufacturing  of  Mozzarella 
cheeses  to  obtain  technical  advice. 
This  information,  together  with  tech¬ 
nical  data,  knowledge,  and  experience 
within  the  Department,  forms  a  basis 
for  establishing  these  draft  standards. 
The  concepts  and  basis  for  using  or¬ 
ganoleptic  grading  procedures  have 
been  used  for  many  years  by  the  De¬ 
partment.  colleges,  universities,  and 
the  cheese  industry  to  evaluate  the 
quality  of  cheese. 

The  standards  would  be  implement¬ 
ed  on  a  voluntary  basis  and  a  charge 
made  for  the  Department’s  grading 
services.  When  Mozzarella  cheeses  are 
officisdly  graded,  the  regulations  gov¬ 
erning  the  inspection  and  grading  ser¬ 
vices  of  manufactured  or  processed 
dairy  products  would  be  in  effect. 
These  regulations  require  all  dairy  in¬ 
gredients  and  the  finished  product  to 
be  produced  in  a  USDA  approved 
plant.  The  regtilations  also  provide  for 
the  use  of  official  identification  to  in¬ 
dicate  the  U.S.  grade  on  consumer 
packages.  The  U.S.  grade  would  be  de¬ 
termined  on  the  finished  Mozzarella 
cheese  package. 

This  advance  notice  of  proposed  ru¬ 
lemaking  is  issued  under  the  authority 
of  the  Agricultural  Marketing  Act  of 
1946. 

(60  Stat.  1087,  as  amended;  7  U.S.C.  1621.) 

Done  at  Washington,  D.C.,  this  13th 
day  of  March  1978. 

Robert  Angelotti, 
Administrator. 

[PR  Doc.  78-7132  PUed  3-16-78;  8:45  am] 

[3410-34] 

Animal  and  Plant  Health  Inspection 
Service 

[9  CFR  Part  54] 

PAYMENT  OF  INDEMNITIES 

AGENCY:  Animal  and  Plant  Health 
Inspection  Service,  USDA. 

ACTION:  Proposed  rule. 

SUMMARY:  This  document  proposes 
to  amend  the  regulations  to  increase 
the  maximum  indemnity  which  may 
be  paid  for  sheep  or  goats  destroyed 
because  of  scrapie,  to  provide  for  ap¬ 
praisals  of  such  animals  by  special  ap¬ 
praisers,  and  to  clarify  the  regulations 


by  defining  or  redefining  certain  terms 
used  therein.  These  provisions  are 
needed  to  insure  that  appraisals  are 
made  comparable  to  fair  market 
values  and  that  the  regulations  can  be 
readily  understood,  and  they  are  ex¬ 
pected!  to  result  in  improved  coopera¬ 
tion  with  the  scrapie  eradication  pro¬ 
gram  by  members  of  the  sheep  and 
goat  industries. 

DATE:  Comments  on  or  before  May 
16. 1978. 

ADDRESS:  Written  comments  to 
Deputy  Administrator,  USDA.  APHIS, 
VS,  Federal  Building,  Room  739,  Hy- 
attsville,  Md.  20782. 

FOR  FURTHER  INFORMATION 
CONTACT: 

Dr.  A.  L.  Klingspom,  USDA.  APHIS. 

VS.  Sheep,  Goats,  Equine,  and  Ecto¬ 
parasites  Staff,  Room  739,  Federal 

Building,  6505  Belcrest  Road.  Hy- 

attsville,  Md.  20782,  301-436-8321. 

SUPPLEMENTARY  INFORMATION: 
The  rates  of  Federal  indemnities 
which  may  be  paid  for  sheep  or  goats 
destroyed  because  of  scrapie  were  last 
adjusted  by  an  amendment  of  the  reg¬ 
ulations  (9  CFR  Part  54)  on  Septem¬ 
ber  3.  1975  (40  FR  42739),  from  $25  to 
$40  per  head  for  grade  animals,  and 
from  $75  to  $90  per  head  for  purebred 
animals,  and  the  provisions  for  salvage 
and  use  of  carcasses  of  such  animals 
for  human  consumption  was  eliminat¬ 
ed  at  that  time.  Since  that  time,  the 
market  value  of  such  animals  has  in¬ 
creased.  and  it  now  appears  necessary 
to  increase  the  rate  of  indemnities 
paid  for  sheep  or  goats  affected  with 
or  exposed  to  scrapie  to  be  comparable 
with  fair  market  values.  The  present 
proposal  would  provide  compensation 
to  owners  of  sheep  or  goats  destroyed 
because  of  scrapie  in  an  amount  not  to 
exceed  $300  per  head.  Further,  to 
insure  that  appraisals  are  made  in  a 
fair  and  equitable  manner.  Veterinary 
Services  would  select  and  employ 
qualified  appraisers.  Provisions  would 
also  be  added  to  establish  the  proce¬ 
dures  to  be  followed  if  the  owner  of 
the  sheep  or  goat  disagrees  with  the 
value  established  by  the  Department’s 
appraiser. 

The  proposed  docket,  in  §  54.1,  would 
provide  definitions  for  the  following 
words:  Veterinary  Services  representa¬ 
tive,  State  representative.  Deputy  Ad¬ 
ministrator.  owner.  State,  animal, 
flock,  source  flock  and  infected  flock. 
The  terms  “Veterinary  Services  repre¬ 
sentative,”  “State  representative”  and 
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“Deputy  Administrator”  would  be 
add^  for  the  purpose  of  identifjdng 
the  Federal  and  State  officials  in¬ 
volved  in  the  pajrment  of  indemnity 
under  this  Part.  The  term  “owner” 
would  be  added  to  establish  who  may 
be  eligible  for  pajnnent  of  indemnity 
under  this  Part.  The  term  “State” 
would  be  added  to  indicate  that  such 
term  applies  to  the  50  States,  the  Ter¬ 
ritories.  and  possessions  of  the  United 
States,  the  District  of  Columbia  and 
Puerto  Rico,  in  accordance  with  the 
provisions  of  section  2  of  the  act  of 
February  2.  1903,  as  amended  (21 
U.S.C.  Ill),  and  sections  3  and  11  of 
the  Act  of  May  29,  1884,  as  amended 
(21  U.S.C.  114  and  114a.  respectively). 
The  term  “animal”  would  be  defined 
to  limit  the  provisions  in  the  Part  to 
sheep  and  goats. 

The  term  “flock”  would  be  added  for 
the  purpose  of  labeling  groups  of  ani¬ 
mals  which  may  be  eligible  for  indem¬ 
nity  under  this  Part.  Because  of  the 
risk  that  scrapie  may  be  disseminated 
to  animals  through  their  intermin¬ 
gling,  the  term  as  proposed  includes 
not  only  animals  which  are  main¬ 
tained  on  common  ground,  but  would 
also  include  groups  of  animals  geo¬ 
graphically  separated,  but  which  have 
an  interchange  of  animals.  The  term 
“infected  flock”  would  be  added  to 
identify  a  flock  in  which  an  affected 
animal  has  been  found  by  a  Veteri¬ 
nary  Services  representative  or  a  State 
representative.  It  appears  that  all  of 
the  animals  in  such  flock  would  pre¬ 
sent  a  threat  to  disseminate  scrapie.  A 
definition  of  the  term  “source  flock” 
would  include  a  flock  from  which  an 
animal  was  moved  and  within  18 
months  of  the  date  of  the  movement, 
the  animal  showed  clinical  evidence  of 
scrapie,  or  from  which  two  or  more 
animals  were  moved  and  subsequent  to 
the  movement,  the  animals  showed 
clinical  evidence  of  scrapie.  Such  a 
definition  appears  to  be  necessary  to 
identify  the  flocks  from  which  affect¬ 
ed  animals  have  moved  and  in  which 
scrapie  may  be  present.  If  one  animal 
has  moved  from  a  flock  and  within  18 
months  such  animal  shows  clinical 
signs  of  scrapie,  we  believe  that  scra¬ 
pie  is  present  in  such  flock.  The  period 
of  18  months  has  been  proposed  be¬ 
cause  it  is  believed  that  such  period  is 
a  minimum  incubation  period  for  scra¬ 
pie  whereby  such  animal  can  carry  the 
disease  yet  not  show  clinical  evidence 
of  scrapie.  If  two  or  more  animals  are 
moved  from  a  flock  and  both  animals 
show  clinical  evidence  of  scrapie,  then 
we  believe  that  scrapie  is  present  in 
such  flock. 

The  proposed  docket  would  also 
delete  definitions  of  the  term  “blood¬ 
line  animal”  because  this  term  would 
no  longer  be  used  in  any  of  the  sec¬ 
tions  in  the  Part. 

The  proposed  docket  would  also 
amend  the  definitions  of  “affected 


animal”  and  “exposed  animal”  con¬ 
tained  in  §  54.1.  The  definition  of  “af¬ 
fected  animal”  would  be  amended  to 
clarify  who  will  make  the  diagnosis  of 
scrapie  in  order  to  Identify  an  animal 
as  an  affected  animal.  The  definition 
of  "exposed  animal”  would  be  amend¬ 
ed  to  indicate  that  such  animals  are 
classified  on  the  basis  of  their  contact 
with  infected  or  source  flocks  and  not 
the  premises  of  such  flocks.  Addition¬ 
ally,  the  definition  of  “exposed 
animal”  would  be  amended  to  Include 
female  progeny  of  an  affected  female 
animal  and  her  first  generation  male 
progeny,  the  dam  of  an  affected 
animal  and  the  dam’s  first  generation 
progeny,  the  first  generation  progeny 
of  an  exposed  female  animal  moved 
from  an  infected  or  source  flock,  or 
the  first  generation  progeny  of  an  af¬ 
fected  male  animal.  Study  of  scrapie 
in  field  outbreaks  and  the  Field  Trial 
Study,  Mission,  Tex.,  has  demonstrat¬ 
ed  that  such  animals  can  and  do  devel¬ 
op  and  disseminate  scrapie. 

Further,  certain  editorial  changes 
have  been  made  for  the  purposes  of 
clarification. 

Accordingly,  Part  54,  Title  9,  Code  of 
Federal  Regulations,  would  be  amend¬ 
ed  in  the  following  respects: 

1.  Section  54.1  would  be  amended  to 
read: 

§  54.1  Definitions. 

For  the  purpose  of  this  part,  the  fol¬ 
lowing  words,  names,  and  terms  shall 
be  construed,  respectively,  to  mean: 

(a)  Department  The  United  States 
Department  of  Agriculture. 

(b)  Veterinary  Services.  The  Veteri¬ 
nary  Services  unit  of  the  Animal  and 
Plant  Health  Inspection  Service, 
United  States  Department  of  Agricul¬ 
ture. 

(c)  Deputy  Administrator.  The 
Deputy  Administrator  for  Veterinary 
Services  or  any  other  Veterinary  Ser¬ 
vices  official  to  whom  authority  has 
been  delegated  or  may  hereafter  to 
delegated  to  act  in  his  stead. 

(d)  Veterinary  Services  representa¬ 
tive.  A  person  employed  by  Veterinary 
Services  in  animal  health  activities 
who  is  authorized  by  the  Deputy  Ad¬ 
ministrator  to  perform  the  function 
involved. 

(e)  State.  Any  State  or  Territory  or 
possession  of  the  United  States,  the 
District  of  Coliunbia,  or  Puerto  Rico. 

(f)  State  representative.  A  person 
employed  in  livestock  sanitary  work  of 
a  State  or  a  political  subdivision  there¬ 
of,  and  who  is  authorized  by  such 
State  or  political  subdivision  to  per¬ 
form  the  function  involved  imder  a  co¬ 
operative  agreement  with  the  United 
States  Department  of  Agriculture. 

(g)  Owner.  A  person,  partnership, 
company,  or  corporation  who  has  legal 
or  rightful  title  to  animals  whether  or 
not  they  are  subject  to  a  mortgage. 

(h)  Mortgage.  Any  mortgage,  lien,  or 
other  security  or  beneficial  interest 


held  by  any  person  other  than  the  one 
claiming  indemnity. 

(i)  Animal.  A  sheep  or  goat. 

(j)  Flock.  A  group  of  animals  main¬ 
tained  on  common  ground,  or  two  or 
more  groups  of  animals  iinder 
common  ownership  or  supervision,  and 
geographically  separated,  but  which 
have  an  interchange  or  movement  of 
animals. 

(k)  Affected  animal.  An  animal  for 
which  a  diagnosis  of  scrapie  has  been 
made  by  a  Veterinary  Services  repre¬ 
sentative  or  State  representative. 

(l)  Infected  flock.  A  flock  in  which  an 
affected  animal  has  been  foimd  by  a 
Veterinary  Services  representative  or  a 
State  representative. 

(m)  Source  flock.  A  flock  from  which 
an  animal  was  moved  and  within  18 
months  of  the  date  of  the  movement, 
the  animal  showed  clinical  evidence  of 
scrapie,  or  from  which  two  or  more 
animals  were  moved  and  subsequent  to 
the  movement,  the  animals  showed 
clinical  evidence  of  scrapie. 

(n)  Exposed  animal.  An  animal, 
other  than  an  affected  animal,  which 
is  either  in  an  infected  or  source  flock, 
or  which  has  been: 

(1)  Held,  pastured  or  penned  with  an 
infected  flock  at  anytime  since  the 
birth  or  introduction  of  the  affected 
animal  into  such  flock,  or 

(2)  Held,  pastured  or  penned  with  a 
source  flock  at  any  time  since  the 
birth  or  introduction  of  an  affected 
animal  into  such  flock,  or 

(3)  Female  progeny  of  an  affected 
female  animal  and  her  first  generation 
male  progeny,  or 

(4)  The  dam  of  an  affected  animal 
and  the  dam’s  first  generation  poro- 
geny,  or 

(5)  The  first  generation  progeny  of 
an  exposed  female  animal  moved  from 
an  infected  flock  or  source  flock,  or 

(6)  The  first  generation  progeny  of 
an  affected  male  animal. 

(o)  Destroyed.  Killed  by  slaughter  or 
by  such  other  means  as  may  be  autho¬ 
rized  by  the  Deputy  Administrator  in 
an  exceptional  situation. 

2.  Section  54.3(a)  would  be  amended 
to  read: 

§  54.3  Appraisal  of  animals. 

(a)  Subject  to  the  provisions  of  para¬ 
graph  (b)  of  this  section,  affected  ani¬ 
mals  and  exposed  animals  for  which 
indemnity  is  to  be  paid  under  this  Part 
shall  be  appraised  at  their  fair  market 
value  by  an  appraiser  selected  and  em¬ 
ployed  by  Veterinary  Services  in  each 
of  the  Veterinary  Services  regions; 
except  that,  if  the  owner  and  State 
representative  approve,  such  animals 
may  be  appraised  by  a  Veterinary  Ser¬ 
vices  representative  alone,  or  may  be 
appraised  jointly  by  a  Veterinary  Ser¬ 
vices  representative  and  a  State  repre¬ 
sentative.  Should  the  appraisal  made 
by  the  appraiser  employed  by  Veteri¬ 
nary  Services  be  deemed  inadequate 
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by  the  owner,  the  owner  may  select 
and  employ  his  own  appraiser  who 
shall  appraise  the  animals  and  consult 
with  the  Veterinary  Services  appraiser 
and  attempt  to  acree  on  the  appraisal 
value.  If  the  two  appraisers  do  not 
acree  on  the  appraisal  value  of  the 
animals,  the  two  appraisers  shall 
select  a  third  appraiser  who  will  be 
employed  by  Veterinary  Services.  The 
three  appraisers  shall  attempt  to 
agree  upon  an  iu>praisal  value  for  the 
animals.  Any  appraisal  agreed  upon  by 
these  three  appraisers  will  be  final. 

•  •  •  •  • 

3.  Section  54.7  (a)  and  (b)  would  be 
amended  to  read; 

§54.7  Destruction  and  disposition  of  ani¬ 
mals. 

(a)  Indemnity  for  affected  animals 
and  exposed  animals  destroyed  under 
this  Part  shall  be  paid  only  after  Vet¬ 
erinary  Services  obtains  the  written 
agreement  of  the  owner  to  accept 
from  the  United  States  compensation 
which  shall  be  equal  to  two-thirds  of 
the  appraised  value  of  each  animal, 
not  to  exceed  $300  per  head. 

(b)  Affected  animals  and  exposed 
animals  shall  be  destroyed  on  the 
premises  where  held,  pastured  or 
penned  at  the  time  of  appraisal; 
except  that  such  animals  may  be 
moved  for  destruction  to  a  location 
other  than  the  premises  where  ap¬ 
praised  when  movement  to  such  loca¬ 
tion  is  approved  in  advance  by  the 
State  representative  and  Veterinary 
Services  representative  involved,  and 
such  animals  are  not  to  be  processed 
for  humstn  food.  The  carcasses  of  the 
animals  destroyed  shall  be  disposed  of 
by  burial  or  incineration. 

•  *  •  •  • 

4.  Section  54.$  would  be  amended  to 
read: 

§  54.8  Payments  to  owners  for  animals  de¬ 
stroyed. 

(a)  Owners  of  affected  animals  and 
exposed  animals  destroyed  in  accor¬ 
dance  with  this  Part  shall  be  paid  an 
indemnity  by  the  United  States  equal 
to  two-thirds  of  the  appraised  value  of 
each  animal  so  destroyed,  not  to 
exceed  $300  per  head. 

(b)  Veterinary  Services  may  indem¬ 
nify  owners  up  to  the  limitations 
specified  in  this  Part  whether  or  not 
the  State  participates  in  indemnity 
payment. 

(c)  Animals  presented  for  appraisal 
as  purebred  shall  be  accompanied  by 
their  certificate  of  registry  at  the  time 
of  appraisal,  or  they  shall  be  appraised 
as  grades;  except  that,  in  the  absence 
of  such  proof  of  purebreeding,  the 
Deputy  Administrator  shall  grant  a 
reasonable  time  for  the  owner  to 
obtain  and  present  his  certificate  of 
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registration  to  the  Veterinary  Services 
representative. 

All  written  submissions  made  pursu¬ 
ant  to  this  notice  will  be  made  avail¬ 
able  for  public  inspection  at  the  Fed¬ 
eral  Building,  6505  Belcrest  Road. 
Room  734,  Hyattsville,  Md.,  during 
regular  hours  of  business  (8  a.m.  to 
4:30  p.m.,  Monday  to  Friday,  except 
holidays)  in  a  manner  convenient  to 
the  public  business  (7  CFR  1.27(b)). 

Comments  submitted  should  bear  a 
reference  to  the  date  and  page  number 
of  this  issue  in  the  Federal  Register. 

Done  at  Washington.  D.C.,  this  13th 
day  of  March  1978. 

Note.— It  is  hereby  certified  that  the  eco¬ 
nomic  and  inflationary  effects  of  this  pro¬ 
posal  have  been  carefully  evaluated  in  ac¬ 
cordance  with  Executive  Order  No.  11821. 

J.  K.  Atwell, 

Acting  Deputy  Administrator, 
Veterinary  Services. 

[FR  Doc.  78-7162  FUed  3-16-78;  8:45  am] 


[7590-01] 

NUCLEAR  REGULATORY 
COMMISSION 

[10  CFR  Port  35] 

HUMAN  USES  OF  BYPRODUCT 
MATERIAL 

Change  in  License  Conditions  for 
Certain  Medical  Licenses 

AGENCY:  U.S.  Nuclear  Regulatory 
Commission. 

ACmON:  Proposed  rule. 

SUMMARY:  The  Nuclear  Regulatory 
Commission  is  considering  amending 
its  regulations  (a)  to  permit  physicians 
greater  latitude,  when  they  use  certain 
low  risk  diagnostic  radio-  pharmaceuti¬ 
cals.  by  no  longer  designating  autho¬ 
rized  clinical  procedures  and  (b)  to 
delete  from  several  licensing  groups 
certain  chemical  forms  not  approved 
by  FDA.  The  Commission  believes 
that  the  use  of  these 

radiopharmaceuticals  for  diagnostic 
clinical  procedures  not  yet  approved 
by  FDA  entails  low  risk  to  the  patient, 
provided  the  chemical  and  physical 
form,  route  of  administration  and  the 
dosage  range  remain  the  same  as 
specified  in  the  radiopharmaceutical 
labeling. 

DATES:  Comment  period  expires  May 
16. 1978. 

ADDRESSES:  Written  comments  or 
suggestions  for  consideration  in  con¬ 
nection  with  the  proposed  amendment 
should  be  submitted  to  the  Secretary 
of  the  Commission.  UJS.  Nuclear  Reg¬ 
ulatory  Commission,  Washington,  D.C. 
20555,  Attention;  Dpcketing  and  Ser¬ 
vice  Branch.  Copies  of  comments  re- 
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ceived  may  be  examined  at  the  Com¬ 
mission’s  Public  Document  Room  at 
1717  H  Street  NW..  Washington.  D.C. 

FOR  FURTHER  INFORMA'nON 
CONTACT. 

Edward  Poldolak,  Office  of  Stan¬ 
dards  Development,  U.S.  Nuclear 

Regulatory  Commission.  Washing¬ 
ton.  D.C.  20555,  phone  301-443-6910. 

SUPPLEMENTARY  INFORMATION: 
In  the  most  common  tjrpe  of  license 
for  the  medical  use  of  byproduct  mate¬ 
rial,  NRC  restricts  the  physician’s  use 
of  ra<hopharmaceuticals  essentially  to 
those’ clinical  procedures  approved  by 
the  Food  and  Drug  Administration 
(FDA)  in  the  product’s  labeling.  The 
package  insert,  a  part  of  the  product 
labeling,  has  scientific,  medical,  legal 
and  administrative  significance.  The 
purpose  of  the  package  insert  is  to 
provide  the  physician  with  specific  in¬ 
formation  about  the  use  of  the  radio¬ 
pharmaceutical.  ’This  information, 
which  is  reviewed  and  approved  by 
FDA,  includes: 

1.  ’The  chemical  and  physical  form 
of  the  drug; 

2.  Recommended  usual  dose  and 
usual  dose  rangre; 

3.  Indications  and  usage  (clinical 
procedures); 

4.  Route  of  administration  to  which 
the  labeling  applies; 

5.  C^ontraindications;  and 

6.  Warnings. 

Under  the  so-called  Group*  medical 
licenses,  NRC  restricts  the  physician’s 
choice  of  clinical  procedures  to  FDA 
approved  procedm^.  This  is  accom¬ 
plished  by  listing  in  10  CFR  §35.100 
each  radioisotope,  the  chemical  and 
physical  form  of  the  radiopharmaceu¬ 
tical  and  the  authorized  clinical  proce¬ 
dures.  Each  time  FDA  approves  a  new 
clinical  procedure  for  a  radiopharma¬ 
ceutical  listed  in  §35.100,  NRC  must 
consider  amending  §35.100  to  Include 
the  new  procedure. 

’The  purpose  of  this  proposed  rule 
change  is  to  delete  the  specification  of 
the  diagnostic  clinical  procedures  from 
the  lists  of  radiopharmaceuticals  in 
Groups  I,  n  and  III  of  §  35.100.  This 
would  permit  a  physician  to  use  these 
diagnostic  radiopharmaceuticals  for 
clinical  procedures  not  included  in  the 
product  labeling. 


*The  most  common  types  of  NRC  specific 
licenses  for  the  medical  uses  of  byproduct 
material  are  the  Group  medical  licenses 
under  §  35.14  that  apply  to  those  radioactive 
materials  listed  In  §35.100.  The  radioactive 
materials  listed  In  §35.100  are  divided  Into 
six  groups,  each  group  having  similar  re¬ 
quirements  for  user  training  and  experi¬ 
ence,  facilities  and  equipment,  and  radiation 
safety  procedures.  Groups  I,  II  and  III  are 
lists  of  radlopharmaceutlcals  for  diagnostic 
procedures;  Groups  IV  and  V  are  lists  of 
radlopharmaceutlcals  for  therapeutic  proce¬ 
dures;  and  Group  VI  is  a  list  of  radioactive 
medical  devices  for  both  diagnostic  and 
therapeutic  procedures. 
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The  use  of  an  approved  drug  for  in¬ 
dications  that  have  not  been  approved 
in  the  product  labeling  has  been  dis¬ 
cussed  by  FDA  in  a  Federal  Register 
announcement  (40  FR  15392)  concern¬ 
ing  the  “Labeling  for  Prescription 
Drugs  Used  in  Man": 

*  *  *  the  labeling  is  not  intended  either  to 
preclude  the  physician’s  use  of  his  best 
Judgment  in  the  interest  of  the  patient  or  to 
impose  liability  if  he  does  not  follow  the 
package  insert.  The  (FDA)  Commissioner 
clearly  recognizes  that  the  labeling  of  a 
marketed  drug  does  not  always  contain  all 
the  most  current  information  available  to 
physicians  relating  to  the  proper  use  of  the 
drug  in  good  medical  practice.  Advances  in 
medical  knowledge  and  practice  inevitably 
precede  labeling  revision  by  the  manufac¬ 
turer  and  formal  label  approval  by  the  Food 
and  Drug  Administration.  Good  medical 
practice  and  patient  Interests  thus  require 
that  physicians  be  free  to  use  drugs  accord¬ 
ing  to  their  best  knowledge  and  Judgment. 
Certainly,  where  a  physician  uses  a  drug  for 
a  use  not  in  the  approved  labeling,  he  has 
the  responsibility  to  be  well  informed  about 
the  drug  and  to  base  such  use  on  a  firm  sci¬ 
entific  rationale  or  on  sound  medical  evi¬ 
dence,  and  to  maintain  adequate  medical  re¬ 
cords  of  the  drugs  use  and  effects,  but  such 
usage  in  the  practice  of  medicine  is  not  in 
violation  of  the  Federal  Food,  Drug  and 
Cosmetic  Act. 

The  Commission  believes  that  the 
use  of  radiopharmaceuticals  listed  in 
Groups  I.  II  and  III  for  diagnostic 
clinical  procedures  not  yet  approved 
by  FDA  entails  low  risk  to  the  patient, 
provided  the  chemical  and  physical 
form,  route  of  administration  and  the 
disage  range  remain  the  same  as  speci¬ 
fied  in  the  radiopharmaceutical  label¬ 
ing.  Therefore,  the  Commission  is  also 
proposing  to  amend  §35.14  to  require 
the  physician  to  comply  with  the 
product  labeling  with  respect  to  these 
three  items,  when  he  uses  Groups  I,  II 
and  III  radiopharmaceuticals  for  clini¬ 
cal  procedures  not  specified  in  the 
product  labeling. 

Because  of  the  higher  patient  risk, 
the  Commission  will  continue  to  re¬ 
strict  the  uses  of  therapeutic  radioac¬ 
tive  drugs  in  Groups  IV  and  V  to  clini¬ 
cal  procediires  approved  by  FDA  in 
the  product  labeling.  The  uses  of  ra¬ 
dioactive  medical  devices  in  Group  VI 
will  continue  to  be  restricted  to  clini¬ 
cal  procedures  determined  to  be  safe 
and  effective  by  NRC  in  consultation 
with  its  Advisory  Committee  on  the 
Medical  Uses  of  Isotopes. 

The  Commission  is  also  proposing  to 
update  the  lists  in  Groups  I,  II  and  III 
by  deleting  certain  chemical  forms  not 
approved  by  FDA.  These  chemical 
forms,  such  as  iodopyracet,  sodium 
diatrizoate  and  diatrizoate  methylglu- 
camine,  were  originally  placed  in  the 
groups  when  the  Atomic  Energy  Com¬ 
mission  regulated  the  safety  and  effi- 
jcacy  of  radiopharmaceuticals  incorpo¬ 
rating  byproduct  material.  Since  then, 
these  chemical  forms  have  been  re¬ 
placed  by  other  products  and,  when 
the  FDA  took  over  the  safety  and  effi¬ 


cacy  function,  the  radiopharmaceuti¬ 
cal  manufacturers  did  not  request 
FDA  approval. 

Under  the  Atomic  Energy  Act  of 
1954,  as  amended,  the  Energy  Reorga¬ 
nization  Act  of  1974,  as  amended,  and 
Section  553  of  title  5  of  the  United 
States  Code,  notice  is  hereby  given 
that  adoption  of  the  following  amend¬ 
ments  to  10  CFR  Part  35  is  contem¬ 
plated. 

1.  In  §  35.14(b).  add  a  new  paragraph 

(6)  to  read  as  follows: 

§  35.14  Specific  licenses  for  certain  groups 
of  medical  uses  of  byproduct  materia). 

•  •  •  •  # 

(b)  •  •  • 

(6)  For  Groups  I.  II  and  III  any  li¬ 
censee  using  byproduct  material  for 
clinical  procedures  other  than  those 
specified  in  the  product  labeling  (pack¬ 
age  insert)  shall  comply  with  the  prod¬ 
uct  labeling  regarding: 

(i)  Chemical  and  physical  form; 

(ii)  Route  of  administration;  and 

(ill)  Dosage  range. 

•  «  *  •  • 

2.  In  §  35.100,  paragraphs  (a),  (b)  and 
(c)  are  revised  to  read  as  follows: 

§35.1(K)  Schedule  A — Groups  of  medical 
uses  of  byproduct  material. 

(a)  Group  I.  Use  of  prepared 
radiopharmaceuticals  for  certain  diag¬ 
nostic  studies  involving  measurements 
of  uptake,  dilution  and  excretion.  This 
group  does  not  include  imaging  or  lo¬ 
calization  studies. 

(1)  Iodine-131  as  sodium  iodide,  io- 
dlnated  hiunan  serum  albumin,  la¬ 
beled  rose  bengal,  triolein,  sodium  io- 
dohippurate  or  so^um  iothalamate; 

(2)  Iodine-125  as  sodium  iodide,  io- 
dinated  hiunan  serum  albumin,  oleic 
acid  or  sodium  iothalamate; 

(3)  Cobalt-58  as  labeled  cyanocobala- 
min; 

(4)  Cobalt-60  as  labeled  cyanocobala- 
mln; 

(5)  Chromium-51  as  sodium  chro¬ 
mate  or  labeled  hiunan  serum  albu¬ 
min; 

(6)  Iron-59  as  citrate; 

(7)  Technetium-99m  as  pertechne- 
tate;  and 

(8)  Any  byproduct  material  in  a  ra¬ 
diopharmaceutical  and  for  a  diagnos¬ 
tic  use  involving  measurements  of 
uptake,  dilution  or  excretion  for  which 
a  “Notice  of  CTlaimed  Investigational 
Exemption  for  a  New  Drug”  (IND)  has 
been  accepted  by  the  Food  and  Drug 
Administration  (FDA). 

(b)  Group  II.  Use  of  prepared 
radiopharmaceuticals  for  diagnostic 
imaging  and  localization  studies. 

(1)  Iodlne-131  as  sodium  iodide,  io- 
dinated  human  serum  albumin,  ma- 
croaggregated  iodinated  human  serum 
albumin,  colloidal  (microaggregated) 


iodinated  human  serum  albumin,  rose 
bengal  or  sodium  iodohippurate; 

(2)  Iodine-125  as  sodium  iodide  or  fi¬ 
brinogen; 

(3)  Chromlum-51  as  human  serum 
albumin: 

(4)  Gold-198  in  colloidal  form; 

(5)  Mercury- 197  as  chlormerodrin; 

(6)  Mercury-203  as  chlormerodrin; 

(7)  Selenium-75  as  selenomethionine; 

(8)  Strontium-85  as  nitrate; 

(9)  Technetium-99m  as  pertechne- 
tate,  labeled  sulfur  colloid  or  macroag- 
gregated  human  serum  albumin; 

(10)  Ytterbium- 169  as  diethylenetrl- 
aminepentaacetic  acid  (Sn); 

(11)  lndium-113m  as  chloride; 

(12)  Any  byproduct  material  in  a  ra¬ 
diopharmaceutical  prepared  from  a 
reagent  kit  listed  in  paragraph  (cK4) 
of  this  section;  and 

(13)  Any  byproduct  material  in  a  ra¬ 
diopharmaceutical  and  for  a  diagnos¬ 
tic  use  involving  imaging  or  localizing 
for  which  a  “Notice  of  Claimed  Inves¬ 
tigational  Exemption  for  a  New  Drug” 
(IND)  has  been  accepted  by  the  Food 
and  Drug  Administration  (FDA). 

(c)  Group  III.  Use  of  generators  and 
reagent  kits  for  the  preparation  and 
use  of  radiopharmaceuticals  contain¬ 
ing  byproduct  material  for  certain  di¬ 
agnostic  studies. 

(1)  Molybdenum-99 /technetium-99m 
generators  for  the  elution  of  techne- 
tium-99m  as  pertechnetate; 

(2)  Technetiiun-99m  as  pertechne¬ 
tate  for  use  with  reagent  kits  for  prep¬ 
aration  and  use  of  radio-  pharmaceuti¬ 
cals  containing  technetium-99m  as 
provided  in  paragraphs  (c)(4)  and  (5) 
of  this  section; 

(3)  Tin-113/lndium-113m  generators 
for  the  elution  of  the  indium-1 13m  as 
chloride; 

(4)  Reagent  kits  for  preparation  of 
technetium-99m  labeled: 

(i)  Sulfur  colloid; 

(ii)  Iron-ascorbate-dietylenetriamine- 
pentaacetic  acid  complex; 

(ill)  Diethylenetriaminepentaccetic 
acid  (Sn); 

(iv)  Human  serum  albumin  micros¬ 
pheres; 

(V)  Polyphasphates; 

(vi)  Macroaggregated  human  serum 
albumin; 

(vii)  Distannous  etidronate  complex; 

(viii)  Stannous  pjrrophosphate; 

(ix)  Human  serum  albumin;  and 

(5)  Any  generator  or  reagent  kit  for 
preparation  and  diagnostic  use  of  a  ra¬ 
diopharmaceutical  containing  byprod¬ 
uct  material  for  which  generator  or 
reagent  kit  a  “Notice  of  Claimed  In¬ 
vestigational  Exemption  of  a  New 
Drug”  (IND)  has  been  accepted  by  the 
Food  and  Drug  Administration  (FDA). 

•  •  •  •  * 

(Secs.  81.  161,  Pub.  L.  83-703,  88  Stat.  935, 
948  (42  U.S.C.  2111,  2201);  Sec.  201,  Pub.  L. 
93-438,  88  Stat.  1242  (42  UJ5.C.  5841).) 

Dated  at  Washington,  D.C..  this 
13th  day  of  March  1978. 
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For  the  Nuclear  Regulatory  Com¬ 
mission. 

Samuel  J.  Chilk, 
Secretary  of  the  Commission. 
[FR  Doc.  78-7167  FUed  3-16-78;  8;45  am] 

[7590-01] 

[10  CFR  Port  35] 

REGULATION  OF  THE  MEDICAL  USES 
OF  RADIOISOTOPES 

Propotad  Policy  Statement 

AGENCY:  Nuclear  Regulatory  Com¬ 
mission. 

ACTION:  Advanced  notice  of  proposed 
rulemaking. 

SUMMARY:  The  Nuclear  Regulatory 
Commission  (NRC)  has  under  consid¬ 
eration  the  following  proposed  policy 
statement  regarding  NRC’s  future  role 
in  regulating  the  medical  uses  of  ra¬ 
dioisotopes.  This  NRC  policy  state¬ 
ment  is  intended  to  inform  NRC  li¬ 
censees,  other  Federal  and  State  agen¬ 
cies  and  the  public  of  the  Commis¬ 
sion’s  general  intention  regarding  the 
regulation  of  the  medical  uses  of  ra¬ 
dioisotopes.  It  is  expected  that  future 
NRC  activities  in  the  medical  area, 
such  as  promulgation  of  new  regula¬ 
tions  and  development  of  cooperative 
relationships  with  other  Federal  agen¬ 
cies,  will  follow  this  statement  of  NRC 
policy. 

DATE;  Comments  are  due  on  or 
before  May  16,  1978. 

ADDRESSES:  Send  comments  and 
suggestions  to:  Secretary  of  the  Com¬ 
mission,  U.S.  Nuclear  Regulatory 
Commission,  Washington,  D.C.  20555, 
Attention;  Docketing  and  Service 
Branch.  Copies  of  comments  may  be 
examined  in  the:  Nuclear  Regulatory 
Commission  Public  Document  Room, 
1717  H  Street  NW.,  Washington,  D.C. 

FOR  FURTHER  INFORMATION 
CONTACT: 

Mr.  Edward  Podolak,  Office  of  Stan¬ 
dards  Development,  UJS.  Nuclear 
Regulatory  Commission,  Washing¬ 
ton,  D.C.  20555,  301-443-6910. 

SUPPLEMENTAL  INFORMATION: 

In  1976,  NRC,  with  a  view  to  possible 
changes,  began  reviewing  its  regula¬ 
tions  regarding  the  medical  uses  of  ra¬ 
dioisotopes,  originally  promulgated  by 
the  Atomic  Energy  Commission 
(AEC).  On  April  21,  1977,  NRC  pub¬ 
lished  a  meeting  notice  in  the  Federal 
Register  (42  FR  20691),  inviting  the 
public  to  comment  on  NRC’s  regula¬ 
tions  concerning  medical  practices. 
The  Federal  Register  notice  and  re¬ 
lated  public  announcements  stated 
that  the  purpose  of  the  public  meet¬ 
ings  was  to  receive  written  and  oral 
comments  that  the  Commission  could 
use  in  deciding  future  NRC  policy  in 


regulating  the  medical  uses  of  radioi¬ 
sotopes  and  to  provide  a  basis  for  pos¬ 
sible  future  rulemaking.  The  notice  re¬ 
quested  comments  on  specific  issues  as 
follows; 

To  what  extent  should  the  protec¬ 
tion  of  the  patient  be  considered  in 
NRC’s  regulation  of  the  medical  use  of 
byproduct  material?  Areas  of  possible 
regulatory  involvement  by  NRC  in 
this  area  include: 

1.  Evaluation  of  physician’s  clinical 
qualifications, 

2.  Selection  of  patients  for  diagnos¬ 
tic  or  therapeutic  procedures, 

3.  Selection  of  instruments  to  be 
used  in  performing  diagnostic  or 
therapeutic  procedures, 

4.  Selection  of  radioactive  drugs  or 
devices  to  be  used, 

5.  Selection  of  procedures  to  be  per¬ 
formed, 

6.  Selection  of  dose  level  (quantity  of 
radioactive  material  or  radiation  dose) 
to  be  used, 

7.  Proper  measurements  of  the  dose 
the  patient  receives, 

8.  Calibration  of  diagnostic  equip¬ 
ment  and  dose-measuring  instrumen¬ 
tation, 

9.  Qualifications  of  paramedical  per¬ 
sonnel,  such  as  technologists,  nurses, 
radiopharmacists  and  radiological 
physicists,  and 

10.  Reporting  to  NRC,  the  patient 
and/or  the  patient’s  physician,  misad- 
ministration  of  radioactive  material  or 
radiation  from  devices  incorporating 
radioactive  material. 

In  addition  to  the  Federal  Register 
notice  and  other  public  announce¬ 
ments,  NRC  directly  contacted  more 
than  30  physician  groups,  professional 
societies,  public  interest  groups,  and 
Federal  agencies,  the  25  NRC  Agree¬ 
ment  States  and  several  non-Agree- 
ment  States. 

The  meetings  of  NRC  staff  with  the 
public  and  the  Advisory  Committee  on 
Medical  Uses  of  Isotopes  were  held  on 
May  6,  1977,  in  Silver  Spring,  Mary¬ 
land.  The  meeting  record  was  held 
open  for  70  days  following  the  meeting 
for  the  receipt  of  written  comments. 
Over  90  people  participated  in  the 
public  meetings  and  33  comments  were 
received  for  the  record.  Transcripts  of 
the  meetings  and  copies  of  the  com¬ 
ments  may  be  examined  in  the  NRC 
Public  Document  Room  at  1717  H 
Street  NW.,  Washington,  D.C. 

I.  Proposed  Policy  STATEMEm- 

This  NRC  policy  statement  is  in¬ 
tended  to  inform  NRC  licensees,  other 
Federal  and  State  agencies  and  the 
public  of  the  Commission’s  general  in¬ 
tention  regarding  the  regulation  of 
the  medical  uses  of  radioisotopes.  It  is 
expected  that  future  NRC  acitivites  in 
the  medical  area,  such  as  promulga¬ 
tion  of  new  regulations  and  develop¬ 
ment  of  cooperative  relationships  with 
other  Federal  agencies,  will  follow  this 
statement  of  NRC  policy. 


Based  on  past  experience  and  the 
comments  and  advice  of  the  public, 
other  Federal  agencies,  the  States  and 
NRC’s  Advisory  Committee  on  the 
Medical  Uses  of  Isotopes,  the  Commis¬ 
sion  has  developed  the  following 
policy  statement  to  guide  its  regula¬ 
tion  of  the  medical  uses  of  radioiso¬ 
topes:  ‘ 

1.  The  NRC  will  continue  to  regulate 
the  medical  uses  of  radioisotopes  as 
necessary  to  provide  for  the  radiation 
safety  of  workers  and  the  general 
public. 

2.  The  NRC  will  regulate  the  radi¬ 
ation  safety  of  patients  where  justified 
by  the  risk  to  patients  and  where  vol¬ 
untary  standards,  or  compliance  with 
these  standards,  are  inadequate. 

3.  The  NRC  will  minimize  intrusion 
into  medical  judgments  affecting  pa¬ 
tients  and  into  other  areas  traditional¬ 
ly  considered  to  be  a  part  of  the  prac¬ 
tice  of  medicine. 

II.  Rationale 

The  NRC  and  its  predecessor  the 
Atomic  Energy  Commission  have  regu¬ 
lated  the  medical  uses  of  radioisotopes 
since  1946.  AEC  recognized  that  physi¬ 
cians  have  the  primary  responsibility 
for  the  protection  of  their  patients 
and  designed  its  regulations  according¬ 
ly.  The  physicians  were  required  to  be 
licensed  by  the  State,  and  their  appli¬ 
cable  training  and  experience  were 
evaluated  in  consultation  with  the  Ad¬ 
visory  Committee  on  the  Medical  Uses 
of  Isotopes.  This  regulation  has  been 
generally  oriented  toward  assisting 
qualified  physicians  in  discharging 
their  responsibilities  to  patients.  How¬ 
ever,  regulation  by  AEC/NRC  has  at 
one  time  or  another  encompassed 
nearly  every  aspect  of  the  delivery  of 
radioisotope  medical  services  to  pa¬ 
tients.  The  broadest  regulation  oc¬ 
curred  between  1962  and  1975,  when 
the  Food  and  Drug  Administration 
(FDA)  exempted  from  its  require¬ 
ments  for  new  drugs  all 
radiopharmaceiiticals  regulated  by 


'The  NRC  licenses  radioisotopes  in  ti'.rae 
categories;  byproduct,  source  and  special  nu¬ 
clear  material.  The  NRC  does  not  regulate 
naturally  occurring  or  accelerator  produced 
radioisotopes.  The  term  byproduct  material 
means  any  radioactive  material  (except  spe¬ 
cial  nuclear  material)  yielded  in  or  made  ra¬ 
dioactive  by  exposure  to  the  radiation  inci¬ 
dent  to  the  process  of  producing  or  utili:dng 
special  nuclear  material.  The  term  source 
material  means  (1)  uranium,  thorium,  or 
any  combination  thereof,  in  any  physical  or 
chemical  form,  or  (2)  ores  which  contain  by 
weight  one-twentieth  of  one  percent  (0.05 
percent)  or  more  of  (1)  uranium,  (li)  thor¬ 
ium,  or  (Hi)  any  combination  thereof. 
Source  material  does  not  include  special  nu¬ 
clear  material.  Special  nuclear  material 
means  (1)  plutonium,  uranium  233,  uranium 
enriched  in  the  isotope  233  or  in  the  isotope 
235,  or  (2)  any  material  artificially  enriched 
by  any  of  the  foregoing,  but  does  not  in¬ 
clude  source  material. 
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A£C.  During  this  period  AEG  regulat¬ 
ed  the  radiation  safety  of  workers  and 
the  general  public  and  the  safety  and 
efficacy  of  radioactive  drugs  and  de¬ 
vices  with  respect  to  patients.  AEG 
regulation  included  production  of  the 
radioisotope,  manufacture  of  the  final 
radioactive  drug  product  or  device,  dis¬ 
tribution,  use  and  disposal  of  the  prod¬ 
ucts.  In  1975,  the  FDA  terminated  the 
exemption  for  radiopharmaceuticals, 
stating  that  it  would  now  regulate  the 
safety  and  efficacy  of  radioactive 
drugs  with  respect  to  patients.  (As 
noted  later  in  this  statement.  FDA 
does  not  regulate  the  physician’s  rou¬ 
tine  use  of  radiopharmaceuticals.)  At 
the  same  time,  NRG  withdrew  from 
regulating  radioactive  drug  safety  and 
efficacy,  stating  that  it  would  regulate 
the  radiation  safety  of  the  workers 
and  the  public.  The  1976  Medical 
Device  Amendments  to  the  Food,  Drug 
and  Gosmetlc  act  extended  FDA’s  au¬ 
thority  over  medical  devices  (including 
devices  containing  radioactive  materi¬ 
als)  in  a  way  similar  to  its  authority 
over  drugs. 

NRG’s  authority  to  regulate  domes¬ 
tically  the  medical  uses  of  byproduct 
material  is  found  in  the  Atomic 
Energy  Act  of  1954,  as  amended.  For 
example,  section  81  of  that  Act  autho¬ 
rizes  NRG  “to  issue  general  or  specific 
licenses  to  applicants  seeking  to  use 
byproduct  material  for  •  •  •  medical 
therapy  •  •  Section  81  directs  NRG 
to  regulate  the  manufacture,  produc¬ 
tion,  transfer,  receipt  in  interstate 
commerce,  acquisition,  ownership,  pos¬ 
session,  import  and  export  of  byprod¬ 
uct  material.  Finally.  Section  81  also 
directs  that; 

The  Commission  shall  not  permit  the  dis¬ 
tribution  of  any  byproduct  material  to  any 
licensee,  and  shall  recall  or  order  the  recall 
of  any  distributed  material  from  any  licens¬ 
ee,  who  is  not  equipped  to  observe  or  fails  to 
observe  such  safety  standards  to  protect 
health  as  may  be  established  by  the  Com¬ 
mission  or  who  uses  such  material  in  viola¬ 
tion  of  law  or  regiilation  of  the  Commission 
or  in  a  manner  other  than  as  disclosed  in 
the  application  therefor  or  approved  by  the 
Commission. 

Gommisslon  regulations,  for  the 
most  part  set  forth  in  10  GFR  Parts  30 
through  36,  were  promulgated  to  carry 
out  the  broad  regulatory  scheme  en¬ 
visaged  by  section  81.  For  example. 
Part  35  establishes  regulations  specific 
to  human  uses  of  byproduct  material. 
FDA’s  statutory  authority  (Federal 
Food.  Drug  and  Gosmetic  Act,  as 
amended.  21  U.S.G.  301  et  seq.)  does 
not  diminish  NRG’s  authority.  Where 
NRG’s  and  FDA’s  authorities  overlap, 
the  respective  authorities  can  be  har¬ 
monized  by  interagency  agreement. 

The  central  question  in  the  April  21. 
1977,  Ftobral  Register  notice  is  a 
question  of  policy  not  authority, 
namely: 

To  what  extent  should  the  protec¬ 
tion  of  the  patient  be  considered  in 


NRG’s  regulation  of  the  medical  use  of 
byproduct  material? 

From  the  standpoint  of  authority,  it 
is  clear  that  NRG  can  regulate  the 
medical  uses  of  byproduct  material  to 
protect  the  health  smd  safety  of  users 
of  this  material,  for  Instance,  patients. 
In  licensing  the  possession  and  use  of 
byproduct  material.  NRG  establishes 
limits  within  which  physicians  exer¬ 
cise  professional  discretion.  From  the 
standpoint  of  policy,  these  limits 
depend  upon  how  NRG  views  the  po¬ 
tential  hazard  to  the  patient’s  health 
and  safety  in  the  uses  of  the  byprod¬ 
uct  material.  The  greater  the  potential 
hazard  to  a  patient  from  the  byprod¬ 
uct  material  or  its  use  by  a  physician, 
the  more  NRG  may  elect  to  circum¬ 
scribe  areas  that  might  otherwise  be 
regarded  as  within  the  discretion  of 
the  physician. 

The  first  part  of  NRG's  policy  state¬ 
ment  indicates  that  NRG  will  continue 
to  regulate  the  medical  uses  of  radio¬ 
isotopes  as  necessary  to  provide  for 
the  radiation  safety  of  workers  and 
the  general  public.  * 

This  is  the  traditional  regulatory 
function  of  NRG  for  all  uses  of  by¬ 
product.  source  and  special  nuclear 
material.  It  is  a  regulatory  role  that 
was  not  questioned  by  any  of  the  com- 
menters  but,  rather,  it  was  consistent¬ 
ly  recognized  as  a  necessary  role  in  the 
medical  uses  of  radioisotopes. 

NRG’s  regulation  of  the  radiation 
safety  of  workers  and  the  general 
public  in  the  medical  uses  of  radioiso¬ 
topes  is  relinquished  by  NRIT  to  Agree¬ 
ment  States;  does  not  overlap  with 
FDA’s  activities;  is  in  harmony  with 
regulation  by  the  Department  of 
’Transportation,  Social  Security  Ad¬ 
ministration  and  the  Joint  Gommis- 
sion  on  Accreditation  of  Hospitals;  and 
dovetails  with  Occupational  Safety 
and  Health  Administration  regulation 
of  the  work-place  for  the  use  of  natu¬ 
rally-occurring  and  accelerator-pro¬ 
duced  radioactive  materials. 

The  second  part  of  NRG’s  policy 
statement  indicates  that  NRG  will  reg¬ 
ulate  the  radiation  safety  of  patients 
where  Justified  by  the  risk  to  patients 
and  where  voluntary  standards,  or 
compliance  with  these  standards,  are 
inadequate.  As  noted  before,  NRG  has 
the  authority  to  regulate  the  radiation 
safety  of  patients. 

The  NAS-BEIR  *  report  discusses* 
limiting  the  exposure  of  the  popula¬ 
tion  to  medical  applications  of  ionizing 
radiation.  That  report,  which  includes 
all  medical  uses  of  ionizing  radiation. 


’The  term  general  public  In  this  state¬ 
ment  specifically  excludes  patients. 

’National  Academy  of  Sciences  Advisory 
Committee  on  the  Biological  Effects  of  Ion¬ 
izing  Radiations  (NAS-BEIR)  report.  The 
Effects  on  Populations  of  Exposure  to  Low 
Levels  of  Ionizing  Radiation.  National  Acad¬ 
emy  of  Sciences— National  Research  Coun¬ 
cil.  Washington,  D.C.  (1972). 


shows  an  average  dose  rate  from 
radiopharmaceuticals  of  1  mrem/year 
and  an  average  dose  rate  from  diag¬ 
nostic  radiology  of  72  mrem/year  in 
1970. 

The  following  quotation  is  from  the 
NAS-BEIR  report: 

In  the  foreseeable  future,  the  major  con¬ 
tributors  to  radiation  exposure  of  the  popu¬ 
lation  will  continue  to  be  natural  back¬ 
ground  with  an  average  whole  body  dose  of 
about  100  mrem/year.  and  medical  applica¬ 
tions  which  now  contribute  comparable  ex¬ 
posures  to  various  tissues  of  the  body.  Medi¬ 
cal  exposures  are  not  under  control  or  guid¬ 
ance  by  regulation  or  law  at  present.  The 
use  of  ionizing  radiation  in  medicine  is  of 
tremendous  value  but  It  is  essential  to 
reduce  exposures  since  this  can  be  accom¬ 
plished  without  loss  of  benefit  and  at  rela¬ 
tively  low  cost.  The  aim  is  not  only  to 
reduce  the  radiation  exposure  to  the  indi¬ 
vidual  but  also  to  have  procedures  cturied 
out  with  maximum  efficiency  so  that  there 
can  be  a  continuing  increase  in  medical 
benefits  accompanied  by  a  minimum  radi¬ 
ation  exposure. 

NRG  will  act  to  help  ensure  that  ra¬ 
diation  exposure  to  patients  is  as  low 
as  is  reasonably  achievable,  consistent 
with  competent  medical  care  and  with 
minimal  intrusion  into  medical  judg¬ 
ments.  NRG  will  not  exercise  regula¬ 
tory  control  in  those  areas  where, 
upon  careful  examination,  it  deter¬ 
mines  that  there  are  adequate  regula¬ 
tions  by  other  Federal  or  State  agen¬ 
cies  or  well  administered  professional 
standards.  Wherever  possible,  NRG 
will  work  closely  with  Federal  and 
State  agencies  and  professional  groups 
in  designing  new  voluntary  guidance 
for  practitioners  to  limit  imnecessary 
patient  radiation  exposure.  However, 
there  are  specific  areas  discussed  in 
Section  III  of  this  policy  statement 
where  NRG  will  regulate  the  radiation 
safety  of  patients  to  help  minimize  un¬ 
necessary  patient  exposure. 

The  third  part  of  NRG’s  policy  state¬ 
ment  indicates  that  NRG  will  mini¬ 
mize  its  intrusion  into  medical  judg¬ 
ments  affecting  the  patient  and  into 
other  areas  traditionally  considered  to 
be  a  part  of  the  practice  of  medicine. 
The  Gommisslon  recognizes  that  phy¬ 
sicians  have  the  primary  responsibility 
for  the  protection  of  their  patients. 
The  Gommisslon  believes  that  basic 
decisions  concerning  the  diagnosis  and 
treatment  of  disease  are  a  part  of  the 
physician-patient  relationship  and  are 
traditionally  considered  to  be  a  part  of 
the  practice  of  medicine.  NRG  regula¬ 
tions  are  predicated  on  the  assumption 
that  properly  trained  and  adequately 
informed  physicians  will  make  deci¬ 
sions  in  the  best  interest  of  their  pa¬ 
tients. 

The  regulations  try  to  find  a  balance 
between  adequate  controls  and  avoid¬ 
ance  of  undue  interference  in  medical 
judgments.  A  consequence  of  too 
much  regulation  could  be  poorer 
health  care  delivery  to  patients.  A  con- 
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sequence  of  leaving  to  physicians  the 
majority  of  the  decisions  concerning 
their  patients  is  that  the  physicians 
will  make  mistakes.  The  tightest  regu¬ 
lation  of  physicians’  decisions  by  Fed¬ 
eral.  State  and  professional  groups  will 
not  be  able  to  prevent  future  incidents 
in  the  medical  uses  of  radioisotopes. 

The  Commission  recognizes  that 
FDA  regulates  the  manufacture  and 
interstate  distribution  of  drugs,  includ¬ 
ing  those  that  are  radioactive.  FDA 
also  regulates  the  investigational  and 
research  uses  of  drugs  as  well  as  the 
specific  guidance  on  doses  and  proce¬ 
dures  found  in  the  product  labeling. 
However,  FDA  does  not  have  the  au¬ 
thority  to  restrict  the  routine  use  of 
drugs  to  procedures  (described  in  the 
product  labeling)  FDA  has  approved 
as  safe  and  effective.  Indeed.  NRC  is 
the  only  Federal  Agency  that  is  cur¬ 
rently  authorized  to  regulate  the  rou¬ 
tine  use  of  radioactive  drugs  from  the 
standpoint  of  reducing  unnecessary  ra¬ 
diation  exposure  to  patients. 

The  Commission  believes  that  the 
diagnostic  use  of  radioactive  drugs  is. 
in  most  cases,  clearly  an  area  of  low 
radiation  risk  to  patients.  Therefore, 
NRC  will  not  control  physician’s  pre¬ 
rogatives  on  patient  selection,  instru¬ 
ment  selection,  procedure  selection, 
drug  selection  and  dose  level  for  most 
diagnostic  uses  of  radioisotopes.  For 
all  therapeutic  uses  of  radioactive 
drugs,  and  in  certain  diagnostic  uses— 
for  example,  the  tise  of  phosphorus-32 
for  localization  of  eye  tiimors— the 
risk  to  patients  is  not  low.  The  risk  of 
tissue  or  organ  damage  (or  even  death) 
is  inherent  in  the  use  of  therapeutic 
levels  of  radioactive  drugs.  NRC  will 
continue  to  restrict  the  uses  of  thera¬ 
peutic  and  certain  diagnostic  radioac¬ 
tive  drugs  to  the  indicated  procedures 
that  have  been  approved  by  FDA.  ’The 
NRC  will  not  control  the  physicians’ 
prerogatives  on  patient  selection  and 
instniment  selection  for  therapy  pro¬ 
cedures,  because  these  procedures  are 
so  specialized  and  patient  specific. 

Congress  recently  gave  FDA  author¬ 
ity  to  regulate  medical  devices,  similar 
to  FDA’s  authority  to  regulate  drugs, 
but  with  additional  authority  to  re¬ 
strict  the  routine  use  of  medical  de¬ 
vices  as  may  be  necessary  to  provide 
reasonable  assurance  of  their  safety 
and  effectiveness.  FDA  has  not  yet 
had  sufficient  time  to  implement  its 
full  authority  to  regulate  medical  de¬ 
vices  containing  byproduct,  source  or 
special  nuclear  material.  ’Therefore, 
NRC  will  continue  to  restrict  physi¬ 
cian’s  uses  of  these  medical  devices, 
both  for  diagnosis  and  therapy,  to 
those  procedures  that  NRC  has  deter¬ 
mined  (in  consultation  with  its  Adviso¬ 
ry  Committee  on  the  Medical  Uses  of 
Isotopes)  to  be  safe  and  effective. 

’The  Commission  does  not  consider 
equipment  calibration,  qualifications 
of  paramedical  personnel  or  reporting 


to  NRC  misadministrations  of  radioac¬ 
tive  material  to  be  exclusively  the 
practice  of  medicine  or  a  part  of  physi¬ 
cian-patient  relationships.  As  de¬ 
scribed  in  detail  in  Section  HI,  the 
Commission  intends  to  regulate  these 
areas  of  patient  radiation  safety  where 
justified  by  the  risk  to  patients  and 
where  voluntary  standards,  or  compli¬ 
ance  with  these  standards,  are  inad¬ 
equate. 

III.  NRC  Position  on  Specific  Issues 

’The  following  represent  the  Com¬ 
mission’s  position  on  the  specific 
issues  raised  in  the  April  21, 1977,  Fed¬ 
eral  Register  announcement  (42  FR 
20691): 

1.  EVALUATION  OP  PHYSICIANS’  CLINICAL 
QUALIFICATIONS 

NRC  has  always  required  that  li¬ 
censees  be  qualified  by  training  and 
experience  in  the  handling  of  radioac¬ 
tive  material  from  the  standpoint  of 
radiation  safety  of  workers  and  the 
general  public. 

The  Commission  believes  that  it  is 
necessary  to  continue  to  evaluate  phy¬ 
sicians’  clinical  qualifications  prior  to 
issuance  of  NRC  licenses.  At  this  time 
there  is  no  alternative  method  of  de¬ 
termining  if  a  physician,  not  certified 
by  the  American  Board  of  Nuclear 
Medicine  or  the  American  Board  of 
Radiology,  is  competent  to  use  byprod¬ 
uct  material.  However,  the  Commis¬ 
sion  also  believes  that,  as  this  field  of 
medicine  continues  to  mature,  other 
alternatives  will  replace  the  NRC  eval¬ 
uation  of  clinical  qualifications. 

NRC  has  for  several  years  accepted 
certification  by  the  American  Board  of 
Nuclear  Medicine  and  the  American 
Board  of  Radiology  as  sufficient  evi¬ 
dence  of  clinical  competence  in  the 
fields  of  nuclear  medicine  and  radi¬ 
ation  therapy,  respectively.  It  has  re¬ 
cently  determined  that  certification  by 
the  American  Board  of  Radiology  in 
Diagnostic  Radiology,  with  Special 
Competence  in  Nuclear  Radiology,  is 
sufficient  evidence  of  clinical  compe¬ 
tence  in  nuclear  imaging  procedures. 

Based  on  specific  assessments  in  con¬ 
sultation  with  its  Advisory  Committee 
on  the  Medical  Uses  of  Isotopes,  NRC 
will  continue  to  expand  its  use  of  the 
various  board  certifications  as  satisfac¬ 
tory  evidence  of  adequate  clinical 
training  and  experience  for  the  medi¬ 
cal  uses  or  radioisotopes.  NRC  will 
also  work  closely  with  the  professional 
societies  to  assist  them  in  developing 
suitable  permanent  alternatives  to 
NRC’s  evaluation  of  physicians’  clini¬ 
cal  qualifications. 

a.  SELECTION  OF  PATIENTS  FOR 
DIAGNOSTIC  OR  THERAPEUTIC  PROCEDURES 

NRC  currently  evaluates  a  physi¬ 
cian’s  clinical  qualifications  to  use  ra¬ 
dioisotopes  on  humans.  One  NRC  re¬ 


quirement  is  that  the  physician’s 
training  include  “supervised  examina¬ 
tion  of  patients  to  determine  the  suit¬ 
ability  for  radioisotope  diagnosis  and 
recommendation  on  dosage  to  be  pre¬ 
scribed.’’ 

The  Commission  recognizes  that  the 
selection  of  patients  for  diagnostic  or 
therapeutic  procedures  is  basically  a 
matter  of  medical  judgment.  Diagnos¬ 
tic  procedures  have  a  low  patient  risk 
and  therapeutic  procedures  are  spe¬ 
cialized  and  patient  specific.  Radioac¬ 
tive  drug  manufacturers  provide  guid¬ 
ance  on  patient  selection  and  contrain¬ 
dications  in  the  product  labeling.  Sup¬ 
plemental  voluntary  guidelines  on 
limiting  patient  radiation  exposure,  in¬ 
cluding  the  standpoint  of  patient  se¬ 
lection,  are  available  in  the  literature. 
The  contribution  to  unnecessary  pa¬ 
tient  exposure  from  Improper  selec¬ 
tion  of  patients  is  believed  to  be  small. 
Therefore  the  Commission  does  not 
anticipate  the  need  to  limit,  to  any 
major  extent,  the  physician’s  discre¬ 
tion  in  selection  of  patients.  Because 
the  NRC  does  not  evaluate  physician 
qualifications  for  the  general  license, 
the  Commission  will  continue  its 
minor  restriction  in  the  general  medi¬ 
cal  license  [10  CFR  35.31(c)(4)]  pro¬ 
hibiting  administrations  of  radio¬ 
pharmaceuticals  to  a  woman  with  con- 
hrmed  pregnancy  or  to  persons  under 
18  years  of  age.  ’This  restriction  does 
not  affect  specific  licensees. 

3.  SELECTION  OF  INSTRUMENTS  TO  BE 

USED  IN  PERFORMING  DIAGNOSTIC  OR 
THERAPEUTIC  PROCEDURES 

NRC  evaluation  of  a  physician’s 
qualifications  includes  an  evaluation 
of  training  in  radiation  physics  and  in¬ 
strumentation. 

’The  selection  of  instruments  for  per¬ 
forming  diagnostic  or  therapeutic  pro¬ 
cedures  is,  like  patient  selection,  basi¬ 
cally  a  matter  of  medical  judgment. 
’There  are  also  voluntary  guidelines 
available  on  the  selection,  calibration 
and  maintenance  of  instrumentation. 
Again,  diagnostic  procedures  have  low 
patient  risk  and  therapeutic  proce¬ 
dures  are  specialized  and  patient  spe¬ 
cific.  NRC  does  not  currently  restrict 
selection  of  instruments  and  does  not 
anticipate  the  need  for  doing  so  in  the 
future.  The  Commission  recognizes 
that  FDA  will  regulate  the  investiga¬ 
tional  and  research  uses  of  medical  de¬ 
vices  under  its  new  legislation,  the 
Medical  Device  Amendments  of  1976 
(Pub.  L.  94-295).  ’The  Commission  also 
recognizes  that  these  amendments 
give  FDA  new  authority  to  restrict  the 
routine  use  of  medical  devices  under 
such  conditions  as  may  be  necessary  to 
provide  reasonable  assurance  of  their 
safety  and  effectiveness. 

4.  SELECTION  OF  RADIOACTIVE  DRUGS  OR 
DEVICES  TO  BE  USED 

’The  NRC  now  restricts  a  physician’s 
selection  of  radioactive  drugs  by  limit- 
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ing  the  distribution  of  the  radioactive 
drugs  to  those  products  meeting  FDA 
requirements.  The  physician  is  thus 
restricted  to  using  radioactive  drugs 
subject  to  an  FDA-approved  "Notice  of 
Claimed  Investigational  Exemption 
for  a  New  Drug”  (IND)  or  an  FDA-ap- 
proved  "New  Drug  Application” 
(NDA).  NRC  regulates  the  manufac¬ 
ture  and  installation  of  teletherapy 
devices  as  well  as  the  integrity  testing 
of  these  and  other  radioactive  medical 
devices  during  use.  However,  NRC 
does  not  now  require  that  medical  de¬ 
vices  containing  radioactive  material 
meet  FDA  requirements. 

The  Commission  believes  that  it  is 
necessary  to  continue  its  restrictions 
on  the  availability  of  radioactive  drugs 
to  those  that  meet  FDA  requirements. 
NRC  will  study  and  assess  with  FDA 
the  necessity  for  a  similar  NRC  re¬ 
quirement  for  radioactive  medical  de¬ 
vices. 

In  those  cases  where  several 
radiopharmaceuticals  have  been  ap¬ 
proved  by  FDA  for  the  same  proce¬ 
dure.  the  Commission  does  not  plan  to 
restrict  a  physician’s  decision  regard¬ 
ing  which  agent  to  use.  The  Commis¬ 
sion  considers  the  basic  decision  on 
drug  or  device  selection  to  be  a  tradi¬ 
tional  part  of  medical  practice. 

The  Food,  Drug  and  Cosmetic  Act 
differentiates  between  pharmacy  and 
manufacture.  However,  no  clean  line 
has  been  established  to  determine 
when  a  nuclear  pharmacy  has  gone 
beyond  the  ordinary  practice  of  phar¬ 
macy  (compounding  and  dispensing) 
and  has  become  a  manufacturer.  The 
FDA  is  drafting  guidelines  that  will 
define  all  of  those  operations  (of  nu¬ 
clear  pharmacies)  connected  with  the 
preparation  of  radioactive  drugs  which 
will  be  regarded  as  manufacture  (and, 
therefore,  subject  to  FDA  new  drug  re¬ 
quirements)  and  not  part  of  the  prac¬ 
tice  of  pharmacy.  In  the  absence  of 
FDA  guidelines,  the  NRC  licenses  nu¬ 
clear  pharmacies  to  distribute  only 
those  products  that  they  have  pre¬ 
pared  from  FDA-approved  radio-  phar¬ 
maceuticals  or  reagent  kits. 

S.  SELECTION  OF  PROCEDURES  TO  BE 
PERFORMED 

NRC  evaluates  a  physician’s  clinical 
qualifications.  His  training  includes 
studies,  under  a  preceptor,  of  case  his¬ 
tories  to  establish  the  most  appropri¬ 
ate  diagnostic  or  therai>eutic  proce¬ 
dures,  limitations,  contraindications, 
and  so  forth. 

The  Commission  recognizes  that  the 
selection  of  procedures  is  basically  a 
matter  of  medical  judgment.  The 
Commission  does  not  anticipate  the 
need  to  limit,  to  any  major  extent,  the 
physician’s  discretion  in  the  selection 
of  clinical  procedures. 

The  Commission  recognizes  that 
FDA  does  not  restrict  the  routine  use 
of  NDA-approved  drugs  to  those  pro- 
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cedures  for  which  there  is  substantial 
evidence  of  safety  and  effectiveness, 
that  is.  to  those  procedures  approved 
in  the  drug  labeling.  According  to 
FDA’s  statement  on  drug  labeling: 

The  FDA  Commissioner  clearly  recognizes 
that  the  labeling  of  a  marketed  drug  does 
not  always  contain  all  the  most  current  in¬ 
formation  available  to  physicians  relating  to 
the  proper  use  of  the  drug  in  good  medical 
practice.  Advances  in  medical  knowledge 
and  practice  inevitably  precede  labeling  re¬ 
vision  by  the  manufacturer  and  formal  la¬ 
beling  approval  by  the  Food  and  Drug  Ad¬ 
ministration. 

Good  medical  practice  and  patient  inter¬ 
ests  thus  require  that  physicians  be  free  to 
use  drugs  according  to  their  best  knowledge 
and  judgment.  Certainly,  when  a  phjf^sican 
uses  a  drug  for  a  use  not  in  the  approved  la¬ 
beling,  he  has  the  responsibility  to  be  well- 
informed  about  the  dnig  and  to  base  such 
use  on  firm  scientific  rationale  or  sound 
medical  evidence,  and  to  maintain  adequate 
medical  records  of  the  drugs  use  and  effects, 
but  such  usage  in  the  practice  of  medicine  is 
not  in  violation  of  the  Federal  Food,  Drug 
and  Cosmetic  Act. 

Basically,  NRC  issues  two  types  of  li¬ 
censes  to  medical  institutions  for  the 
human  uses  of  byproduct  material,  the 
medical  license  of  broad  scope  and  the 
medical  license  of  limited  scope. 

Broad  medical  licenses  authorize 
multiple  quantities  and  types  of  by¬ 
product  material  for  unspecified  uses 
and  are  issued  to  institutions  that  (1) 
have  had  previous  experience  operat¬ 
ing  under  a  limited  medical  license 
and  (2)  are  engaged  in  medical  re¬ 
search  as  well  as  routine  diagnosis  and 
therapy  using  radioisotopes.  The  pro¬ 
grams  under  the  broad  medical  license 
operate  under  the  supervision  of  a 
medical  isotopes  committee.  No  physi¬ 
cians  are  named  as  individual  users  on 
the  license,  nor  are  radioisotopes  limit¬ 
ed  to  specific  clinical  procedures. 

Limited  medical  licenses  specify  the 
radioisotopes  and  the  clinical  proce¬ 
dures  that  may  be  performed  by  phy¬ 
sicians  named  on  the  license.  Under 
limited  medical  licenses  the  institu¬ 
tional  licensee  must  have  a  medical 
isotopes  committee  and  the  physicians 
named  on  the  institution’s  license  con¬ 
duct  their  programs  with  the  approval 
of  that  committee.  Under  limited 
medical  license  the  authorized  diag¬ 
nostic  and  therapeutic  radioactive 
drugs  and  the  authorized  clinical  pro¬ 
cedures  are  listed  in  the  NRC  regula¬ 
tion  10  CFR  §35.100,  "Schedule  A— 
Groups  of  medical  uses  of  byproduct 
material.”  • 

The  authorized  clinical  procedures 
listed  in  the  groups  are  procedures  ap¬ 
proved  by  FDA  in  the  drug  labeling. 
Since  FDA  does  not  restrict  the  physi¬ 
cian  to  clinical  procedures  listed  in  the 


'Radioactive  materials  in  §35.100  are  di¬ 
vided  into  six  groups,  each  group  having 
similar  requirements  for  user  training  and 
experience,  facilities  and  equipment,  and  ra¬ 
diation  safety  procedures. 
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labeling,  NRC  regulations  are  more  re¬ 
strictive  than  FDA  regulations. 

Elsewhere  in  this  issue  of  the  Feder¬ 
al  Register  is  a  proposed  rule  that 
would  delete  the  specification  of  the 
clinical  procedure  from  the  lists  of  the 
diagnostic  radioactive  drugs  in 
§35.100.  However,  this  proposed  rule 
would  place  limitations  on  a  drug’s  use 
for  prcedures  not  specififed  in  the 
package  insert. 

As  noted  in  Section  II  of  this  policy 
statement,  the  radiation  risk^  to  the 
patient  from  most  diagnostic  nuclear 
medicine  procedures  is  low,  while  the 
risk  is  significant  from  misuse  of 
therapeutic  levels  of  radioactive  drugs. 
Those  few  diagnostic  procedures 
where  the  risk  to  the  patient  is  high 
are  not  listed  in  K  35.100  but  are  the 
subject  of  specific  license  authoriza¬ 
tions  and  will  continue  to  have  the 
clinical  procedure  specified. 

s.  SELECTION  OF  DOSE  LEVEL  (QUANTITY 

OF  RADIOACTIVE  MATERIAL  OR  RADIATION 
DOSE)  TO  BE  USED 

As  noted  in  Item  2,  selection  of  pa¬ 
tients,  the  physician’s  training  must 
include  supervised  experience  in  rec¬ 
ommending  proper  dosages  for  specific 
patients. 

The  Commission  recognizes  the  se¬ 
lection  of  dose  level  is  basically  a 
matter  of  medical  judgment.  ’The 
package  inserts  for  radioactive  drugs 
include  the  recommended  usual  dose 
and  usual  dosage  range.  Because  of 
the  many  variables  that  determine  the 
most  effective  dosage  for  both  the  di¬ 
agnostic  and  therapeutic  use  of  radioi¬ 
sotopes,  the  NRC  does  not  now  regu¬ 
late,  nor  does  it  anticipate  the  necessi¬ 
ty  of  restricting  in  the  future,  the  phy¬ 
sician’s  selection  of  dose  level. 

7.  PROPER  MEASUREMENT  OF  THE  DOSE 
THE  PATIENT  RECEIVES 

The  Commission  believes  that 
proper  measurement  of  the  radioac¬ 
tive  drug  dosage,  or  radiation  dose  in 
the  case  of  therapy,  helps  to  ensure 
that  the  patient  receives  what  the 
physician  has  prescribed  and  thus 
helps  minimize  unnecessary  radiation 
exposure  to  patients.  NRC  now  re¬ 
quires  most  licensees,  particularly 
those  who  prepare  radioactive  drugs 
from  radioisotope  generators  or  rea¬ 
gent  kits,  to  measure  the  dosage  prior 
to  administration.  This  requirement  is 
now  imposed  through  a  license  condi¬ 
tion.  NRC  will  study  the  merits  of 
amending  its  regulations  to  require 
measurement  of  all  dia^ostlc  and 
therapeutic  doses  of  radio-  pharma¬ 
ceuticals,  regardless  of  origin. 


’The  risk  to  a  patient  from  a  false  positive 
or  a  false  negative  diagnosis  through  the 
use  of  a  drug  for  a  purpose  not  fully  investi¬ 
gated  and  specified  on  the  label  would  be 
expected  to  be  greater  than  it  is  ftH*  a  la¬ 
beled  use  but  this  risk  is  difficult  to  quanti- 
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NRC  currently  has  under  consider¬ 
ation  a  proposed  rule  (42  FR  25743) 
that  would  require  annual  calibration 
and  monthly  checks  of  teletherapy 
units.  This  rule  has  received  many 
public  comments;  the  comments  will 
be  analyzed  and  the  rule  modified,  if 
warranted.  Based  on  the  disposition  of 
this  proposed  rule  on  teletherapy  cali¬ 
bration,  NRC  may  propose  a  similar 
mle  for  the  periodic  calibration  of  bra- 
chytherapy  sources. 

8.  CALIBRATION  OF  DIAGNOSTIC 
EQUIPMENT  AND  DOSE  MEASURING 
INSTRUMENTATION 

The  Commission  believes  that  the 
calibration  of  diagnostic  equipment 
and  dosage  measiiring  devices  helps 
ensure  that  the  patient  receives  what 
the  physician  prescribes  and  thus 
helps  minimize  unnecessary  radiation 
exposure  to  patients.  NRC  presently 
requires  licensees  who  prepare  radio¬ 
active  drugs  from  radioisotope  gener¬ 
ators  and  reagent  kits  to  describe  in 
the  license  applications  a  method  for 
calibration  of  their  dose  measuring  de¬ 
vices.  NRC  also  provides  an  acceptable 
method  for  calibrating  dose  calibra¬ 
tors  in  “A  Guide  for  Preparation  of 
Applications  for  Medical  Programs” 
(NUREG-0338  Rev.  1  November  1977) 
that  can  be  obtained  by  writing  to  the 
Radioisotopes  Licensing  Branch,  Divi¬ 
sion  of  Fuel  Cycle  and  Material 
Safety,  Nuclear  Regulatory  Commis¬ 
sion,  Washington,  D.C.  20555. 

NRC  presently  does  not  have  any  re¬ 
quirements  concerning  the  calibration 
of  diagnostic  equipment.  Because  of 
the  extensive  experience  of  PDA’s 
Bureau  of  Radiological  Health  and  the 
new  authority  of  FDA’s  Bureau  of 
Medical  Devices,  NRC  will  collaborate 
with  them  in  their  development  of  vol¬ 
untary  guidelines  for  the  routine  cali¬ 
bration  of  diagnostic  equipment.  At 
the  same  time,  NRC  will  study  the 
merits  of  proposing  mandatory  re¬ 
quirements. 

9.  QUALIFICATIONS  OF  PARAMEDICAL  PER¬ 
SONNEL,  SUCH  AS  TECHNOLOGISTS, 

NURSES,  RADIOPHARMACISTS  AND  RADIO¬ 
LOGICAL  PHYSICISTS 

On  March  9,  1973,  AEC  published 
(38  FR  6399)  a  proposed  amendment 
to  its  regulations  in  10  CFR  Part  35 
that  would  (1)  define  the  activities 
that  may  be  delegated  by  physicians 
and  those,  that  may  not,  (2)  require 
physicians  to  determine  that  para¬ 
medical  personnel  have  been  properly 
trained,  and  (3)  require  medical  licens¬ 
ees  to  report  to  the  Commission  and  to 
the  patient  misadministrations  of  ra¬ 
dioactive  material. 

The  Commission  recognizes  that 
there  are  several  organizations  cur¬ 
rently  involved  in  developing  or  pro¬ 
viding  minimum  standards,  guidelines 
or  certification  for  technician  training. 
’These  programs  are  administered  by 


State,  Federal  and  private  agencies  in- 
cludi^  the  Health  Services  Adminis¬ 
tratis  •  (Medicare  and  Medicaid 
DHEW),  the  Bureau  of  Radiological 
Health  (FDA/DHEW),  the  Joint  Com¬ 
mission  on  Accreditation  of  Hospitals 
(JCAH),  the  American  Registry  of  Ra¬ 
diological  Technologists  (ARRT),  the 
Registry  of  Medical  Technologists 
(RMT)  and  the  new  certification 
board  by  the  Technologists  Section  of 
the  Society  of  Nuclear  Medicine. 

’The  Commission  also  recognizes  that 
the  majority  of  paramedical  (allied 
health)  personnel  using  radioactive 
material  are  not  covered  by  these  pro¬ 
grams.  Rather  they  are  trained  on- 
the-job,  are  not  certified;  and  many  do 
not  have  their  training  dociunented. 
However,  the  introduction  of  a  rela¬ 
tively  less  comprehensive  NRC  pro¬ 
gram,  such  as  that  in  the  1973  AEC 
proposal,  could  undermine  the  efforts 
of  voluntary  organizations  or  those 
Federal  or  State  agencies  relying  on 
more  comprehensive  guidelines. 

In  the  near  future,  NRC  will  publish 
a  Federal  Register  announcement 
withdrawii^  the  1973  AEC  proposal 
and  substituting  an  NRC  proposed 
misadministration  reporting  require¬ 
ment.  That  future  annoimcement  wiU 
discuss  more  thoroughly  the  reasons 
for  withdrawal  of  the  AEC  proposal 
and  substitution  of  the  NRC  proposal. 
NRC  is  studying  the  various  allied 
health  certification  programs  current¬ 
ly  in  effect  or  being  drafted  by  other 
Federal,  State  and  professional 
groups.  If  the  coverage  provided  by 
these  programs  is  not  adequate  to  pro¬ 
tect  the  patient  from  imnecessary  ra¬ 
diation  exposure,  NRC  will  work  with 
these  groups  to  develop  a  new  NRC 
proposed  rule  for  the  training  of  allied 
health  personnel. 

10.  REPORTING  OF  MISADMINISTRATION 

OF  RADIOACTIVE  MATERIAL  OR  RADI¬ 
ATION  FROM  DEVICES  INCORPORATING 

RADIOACTIVE  ISATERIAL 

As  describe  in  Item  9,  in  1973  AEC 
pul^lished  a  proposed  rule  that  would 
require  licensees  to  report  misadminis¬ 
trations  of  radiopharmaceuticals  or  ra¬ 
diation  from  byproduct  material  to 
the  Commission  and  to  the  patient  or 
a  responsible  relative  whenever  the 
misadminsitration  could  cause  a  ’’de¬ 
monstrably  adverse  effect  on  the  pa¬ 
tient.”  Ninety-eight  comment  letters 
were  received,  most  objecting  to  the 
proposal  for  reporting  to  the  patient. 
Reasons  given  for  objection  to  the  re¬ 
quirement  for  reporting  misadminis¬ 
trations  to  the  patient  were;  (1)  such 
reports  would  constitute  self-incrimi¬ 
nation,  (2)  such  reports  would  invite 
or  increase  unwarranted  malpractice 
suits,  (3)  this  would  place  the  govern¬ 
ment  as  a  third  party  in  the  physician- 
patient  relationship,  (4)  this  is  a 
matter  of  medical  ethics,  and  (5)  there 
are  no  comparable  requirements  for 


any  other  drug  or  physicians  in  any 
other  field  of  medicine. 

The  purpose  of  a  misadministration 
reporting  requirement  is  to  allow  NRC 
to  investigate  the  incident,  evaluate 
the  corrective  action  taken  by  the  li¬ 
censee  to  minimize  the  chance  for  re¬ 
currence,  and,  if  other  licensees  could 
make  the  same  errors,  begin  generic 
corrective  action  which  would,  as  a 
minimum,  inform  other  licensees  of 
the  potential  problem. 

As  also  noted  in  Item  9,  in  the  near 
futuire  NRC  plans  to  publish,  in  the 
Federal  Register  a  new  proposed  rule 
for  misadministration  reporting.  The 
new  NRC  proposal  will  address:  (1)  the 
types  of.  misadministrations  to  be  re¬ 
ported,  (2)  the  substance  and  timing  of 
the  reports,  and  (3)  the  recipients  of 
misadministration  reports,  for  exam¬ 
ple,  the  referring  physician  and  possi¬ 
bly  the  patient  or  a  responsible  rela¬ 
tive,  as  well  as  NRC. 

TV.  Public  and  Advisory  Committee 
.  COBOIENTS 

The  NRC  staff  met  with  the  public 
on  the  morning  of  May  6,  1977,  arid 
with  its  Advisory  Committee  on  the 
Medical  Uses  of  Isotopes  in  an  after¬ 
noon  public  meeting  on  the  same  day. 
’The  members  of  the  Advisory  Com¬ 
mittee  were  the  chairman,  Mr.  Rich¬ 
ard  E.  Cunningham,  Deputy  Director 
of  the  Division  of  Fuel  Cycle  and  Ma¬ 
terial  Safety  of  NRC’s  Office  of  Nucle¬ 
ar  Material  Safety  and  Safeguards;  Dr. 
James  Quinn  from  Northwestern  Me¬ 
morial  Hospital;  Dr.  Joseph  Workman 
from  Duke  University  Medical  Center, 
Dr.  David  Kuhl  from  the  University  of 
California,  Los  Angeles;  Dr.  Henry 
Wagner  from  John  Hopkins  Medical 
Institution;  Dr.  Edward  Webster  from 
Massachusetts  General  Hospital;  and 
Dr.  Frank  DeLand  from  the  University 
of  Kentucky.  Two  consultants  to  NRC, 
Captain  William  Briner  from  Duke 
University  Hospital  and  Dr.  Peter 
Almond  from  the  M.  D.  Anderson  Hos¬ 
pital,  also  attended. 

The  comments  from  members  of  the 
public  can  be  classified  broadly  in  two 
categories.  In  the  first  category,  the 
physicians,  physicians’  groups,  phar¬ 
macists’  groups  and  industry  com¬ 
ments  range  from  statements  that 
’’present  regulations  are  sufficient”  to 
the  ’’the  NRC  should  not  regulate  the 
use  of  radioisotopes  in  medicine  at 
all.”  Many  of  the  comments  in  this 
category  stated  that  FDA  regulates 
the  safety  and  efficacy  of  drugs  and 
that  NRC  should  withdraw  from  this 
area  and  regulate  only  the  radiation 
safety  of  workers  and  the  general 
public. 

In  the  second  category,  NRC  Agree¬ 
ment  and  non-Agreement  State  radi¬ 
ation  control  agencies’  comments 
range  from  statements  that  ’’present 
regulations  are  sufficient”  to  ’’much 
stronger  regulation  is  necessary.” 
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Many  of  the  comments  in  this  catego¬ 
ry  note  that  FDA  does  not  regulate 
the  routine  uses  of  drugs  and  devices 
and.  therefore,  NRC  should  regulate 
to  ensure  that  the  patient  is  protected 
from  unnecessary  radiation  exposure. 

In  the  area  of  NRC’s  evaluation  of  a 
physician’s  clinical  qualifications,  both 
categories  of  commenters  recommend 
greater  use  by  NRC  of  board  certifica¬ 
tions.  Physicians  and  the  industry  in 
general  appear  to  be  interested  in 
maintaining  NRC  evaluation  as  a 
means  of  entry  into  the  field.  They 
feel  that  if  NRC  withdrew  from  evalu¬ 
ating  physician’s  clinical  qualifica¬ 
tions.  the  institutions  or  States  would 
require  specialty  board  certification. 
They  state  that  there  are  not  enough 
board  certified  physicians  to  fill  the 
demand  for  services  and  that  board 
certification  is  not  necessary  for  many 
of  the  radioisotope  procedures.  The 
State  radiation  control  agencies  be¬ 
lieve  that  NRC’s  evaluation  of  physi¬ 
cian  clinical  qualifications  is  necessary 
to  protect  the  patient.  They  feel  that 
if  NRC  withdraws  there  will  be  a  regu¬ 
latory  gap.  Some  States  suggest  that  a 
physician’s  qualifications  should  be  re¬ 
viewed  periodically,  for  example,  every 
five  years,  to  determine  that  he  is 
keeping  abreast  of  this  rapidly  chang¬ 
ing  field. 

The  general  sense  of  NRC’s  Advisory 
Committee  on  the  Medical  Uses  of  Iso¬ 
topes  was  that  NRC  should  continue, 
at  least  for  the  immediate  future,  to 
examine  physicians’  clinical  qualifica¬ 
tions  and  should  make  greater  use  of 
the  various  types  of  board  certification 
or  registration,  as  evidence  of  ade¬ 
quate  qualifications  to  practice  in  the 
areas  of  nuclear  medicine  and  radi¬ 
ation  therapy. 

On  the  question  of  selection  of  pa¬ 
tients,  instruments,  radioactive  drugs 
or  devices,  procedures  and  dose  level, 
the  State  radiation  control  agencies 
believes  that  NRC  should  not  regulate 
the  selection  of  patients  or  instru¬ 
ments.  However,  the  States  believe 
that  licenses  should  specify  the  per¬ 
mitted  radioactive  materials  and  pro¬ 
cedures  and  should  require  adherence 
to  instructions  and  dose  schedules  in 
FDA-approved  package  inserts.  The 
physicians  and  the  industry  believe 
that  decisions  on  selection  of  patients, 
instniments,  radioactive  drugs  or  de¬ 
vices.  procedures  and  dose  levels  are 
medical  decisions  and  traditionally  a 
part  of  the  practice  of  medicine.  They 
commented  that  NRC  should  not  reg¬ 
ulate  these  areas.  Some  argued  that 
NRC  has  no  authority  to  regulate  in 
these  areas  since  Congress  gave  FDA 
the  authority  to  regulate  the  safety 
and  efficacy  of  all  drugs  and  medical 
devices. 

’The  Advisory  Committee  on  the 
Medical  Uses  of  Isotopes  does  not  have 
a  consensus  on  this  issue.  The  major¬ 
ity  of  the  committee  feels  that  NRC 


should  not  restrict  the  physician  to 
those  diagnostic  procedures  that  have 
been  approved  by  FDA  in  the  labeling. 
One  member  believes  that  NRC 
should  continue  this  restriction  or 
that  some  arrangement  should  be 
made  similar  to  the  in-house  institu¬ 
tion  committee  review  under  an  NRC 
Broad  Medical  License. 

Regarding  proper  measurement  of 
the  dose  the  patient  receives,  the 
States  urge  NRC  to  expand  the  pre¬ 
sent  licensing  requirement  for  mea¬ 
surement  of  doses  of  radioactive  drugs 
prepared  from  radionuclide  gener¬ 
ators.  to  cover  all  doses  of  radioactive 
drugs  regardless  of  how  they  are  pre¬ 
pared.  On  the  related  question  of  the 
calibration  of  diagnostic  equipment 
and  dose  measuring  instrumentation, 
the  States  favor  NRC  activity  aimed  at 
limiting  patients  exposures  but  recom¬ 
mend  that  NRC  coordinate  its  activi¬ 
ties  with  FDA’s  Bureau  of  Radiologi¬ 
cal  Health  and  other  professional  and 
scientific  groups. 

The  category  of  physicians,  physi¬ 
cian  groups,  and  so  on,  varies  in  its 
comments  regarding  measurement  of 
dose  and  calibration  of  diagnostic  in¬ 
strumentation  and  dose-measuring  in¬ 
strumentation.  Several  commenters 
state  emphatically  that  NRC  has  no 
business  regulating  in  this  area.  Many 
of  them  state  as  their  reason  the  new 
authority  of  FDA’s  Bureau  of  Medical 
Devices  and  the  recent  activities  of 
FDA’s  Bureau  of  Radiological  Health 
in  developing  voluntary  quality  con¬ 
trol  guidelines.  Several  other  com¬ 
menters  state  that  NRC  activities  in 
this  area  are  both  welcome  and  neces¬ 
sary  to  limit  unnecessary  patient  expo¬ 
sures.  Similar  to  the  States’  comments, 
some  of  these  latter  commenters  rec¬ 
ommend  NRC  cooperation  with  FDA’s 
Bureau  of  Radiological  Health  and 
other  professional  and  scientific 
groups  active  in  developing  guidelines 
for  dose  measurement  and  instrument 
calibration. 

The  consensus  of  the  Advisory  Com¬ 
mittee  on  the  Medical  Uses  of  Isotopes 
is  that  NRC  would  do  well  to  concen¬ 
trate  its  activities  on  assiu-ances  that 
the  patient  receives  the  proper  dose 
prescribed  by  the  physician.  The  Advi-- 
sory  Committee  can  see  no  reason  why 
radioactive  drug  doses  should  not  be 
measured  by  well-calibrated  instru¬ 
mentation  prior  to  administration  to 
the  patient.  On  the  other  hand,  the 
Advisory  Committee  is  not  enthusias¬ 
tic  about  the  idea  of  NRC  reqiiiiing 
the  calibration  of  diagnostic  instru¬ 
mentation.  ’The  existence  of  guidelines 
in  this  area  and  the  market  pressures 
on  manufacturers  to  provide  quality 
instrumentation  are  two  examples 
that  it  discussed. 

On  the  question  of  the  qualifications 
of  paramedical  personnel,  the  physi¬ 
cian-industry  category  is  virtually 
unanimous  in  its  opposition  to  NRC 


reqiilrements.  The  pharmacy,  radio¬ 
pharmacist  and  technologist  groups 
are  particularly  against  NRC  granting 
credentials  to  paramedical  personnel 
citing  the  numerous  certifications  and 
activities  of  other  Federal  and  State 
agencies,  as  well  as  claiming  lack  of 
NRC  authority  to  regulate  in  this 
area.  ’The  physician  groups  cite  the 
fear  that  the  number  of  certified  tech¬ 
nologists  will  fall  far  short  of  the  need 
for  these  personnel. 

The  sense  of  the  Advisory  Commit¬ 
tee  is  that  existing  certifications  cover 
paramedical  qualifications  and  hospi¬ 
tals  look  rather  carefully  at  these. 
They  feel  that,  in  the  final  analysis, 
phsrsicians  are  responsible  for  their  pa¬ 
tients  and,  therefore,  are  responsible 
for  the  qualifications  of  paramedical 
personnel  working  under  their  direc¬ 
tion  in  caring  for  patients.  With  the 
exception  of  physicist’s  qualifications 
for  calibration  of  radiation  therapy, 
the  Advisory  Committee  does  not  rec¬ 
ommend  that  NRC  become  involved  in 
regulating  the  qualifications  of  para¬ 
medical  personnel. 

The  States  consider  misadministra- 
tion  reporting  necessary  in  order  to 
limit  unnecessary  radiation  exposure 
to  patients.  They  point  out  that  with 
reports  of  mlsadmlnistrations  of  by¬ 
product  material  or  radiation  from  by¬ 
product  material,  NRC  will  be  able  to 
investigate  the  incident,  determine  if 
the  corrective  action  is  adequate  and. 
if  the  problem  could  occur  at  other  in¬ 
stitutions.  notify  other  licensees. 

Physicians  and  physician  groups  are, 
in  general,  oppos^  to  NRC  requiring 
reports  of  mlsadmlnistrations.  They 
cite  the  low  number  of  misadminlstra- 
tlons  of  radioactive  material  to  date 
combined  with  the  fear  of  malpractice 
suits  and  the  already  high  insurance 
premiums  as  the  principal  reasons  for 
opposing  misadministration  reporting. 
They  point  out  that  most  misadmlnis- 
trations  of  diagnostic  levels  of 
radiopharmaceuticals  do  not  harm  the 
patient  and  are  similar  to  misadminis- 
trations  of  other  drugs.  They  state 
that  medical  institutions  and  the 
medical  profession  have  procedures 
for  dealing  with  mlsadmlnistrations. 
Several  commenters  question  NRC’s 
authority  to  require  such  reports,  stat¬ 
ing  that  this  is  within  the  traditional 
practice  of  medicine  and  such  a  report¬ 
ing  requirement  would  be  unique  in  all 
of  medical  practice.  Several  com¬ 
menters  do  not  object  to  keeping  re¬ 
cords  of  mlsadmlnistrations  for  on-site 
examination  by  NRC  inspectors,  but 
these  commenters  feel  that  more 
harm  than  good  would  result  from 
making  such  reports  directly  to  NRC. 
where  they  would  become  a  part  of 
the  public  record. 

The  Advisory  Committee  on  the 
Medical  Uses  of  Isotopes  does  not  have 
a  consensus  on  the  issue  of  misadmin¬ 
istration  reporting.  The  members  who 
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commented  are  against  requiring  re¬ 
ports  of  those  misadministrations 
having  no  demonstrable  health  effects 
on  the  patient. 

One  general  comment  occurred  sev¬ 
eral  times  during  the  morning  and 
afternoon  meetings  and  in  many  of 
the  public  comments.  It  concerns  the 
need  for  uniformity  in  Federal.  State 
and  private  regulation  of  the  medical 
uses  of  radioisotopes.  Several  com- 
menters  call  for  uniformity  between 
NRC  and  State  regulations,  but  most 
focus  on  the  discrepancy  between  the 
regulation  of  byproduct  material  and 
the  regulation  of  naturally-occurring 
and  accelerator-produced  radioactive 
materials  and  accelerator  therapy. 
One  commenter  discusses  this  discrep¬ 
ancy  with  regard  to  therapy.  This 
commenter  expresses  his  concern  that 
regulatory  considerations  have  come 
to  play  an  important  part  in  decision 
making,  particularly  in  matters  where 
the  decision  is  for  a  choice  among  near 
equals.  Specifically,  he  is  concerned 
that  the  competition  between  cobalt- 
60  and  electron  accelerator  telether- 
^y  may  be  influenced,  not  from  dif¬ 
ferences  in  hazards,  but  because  NRC 
regulates  cobalt-60  teletherapy  units 
and  does  not  regulate  electron  accel¬ 
erator  units.  He  feels  that  physicians 
may  choose  the  least  regulated  alter¬ 
native  in  order  to  have  more  time 
available  for  the  patient-oriented  de¬ 
mands  of  their  practice.  He  suggests 
that  NRC  should  cooperate  with  those 
agencies  that  can  regulate  accelerator 
teletherapy,  so  that  these  competing 
alternatives  receive  more  uniform  reg¬ 
ulation.  He  further  suggests  that  any 
increase  in  the  regulation  of  one  alter¬ 
native  would  be  counterproductive  to 
public  health  and  safety. 

V.  COMCLUSIOIf 

This  proposed  policy  statement  on 
NRC*s  regulation  of  the  medical  uses 
of  radioisotopes  is  published  with  the 
expectation  that  public  comment  will 
improve  the  ultimate  Commission  de¬ 
cision.  To  that  end,  it  would  be  helpful 
if  responses  include  the  reasons  for  a 
particular  point  of  view  or  recommen¬ 
dation. 

Dated  at  Washington.  D.C.,  this 
13th  day  of  March  1978. 

For  the  Nuclear  Regulatory  Com¬ 
mission. 

Samuo.  J.  Chilk, 
Secretary  of  the  Commission. 

CFR  Doc.  78-7168  Filed  3-16-78;  8:45  am] 
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FEDERAL  RESERVE  SYSTEM 

[12  CFR  Ports  207,  220,  221] 

[Regs.  O.  T.  U:  Dodcet  No.  R-0147] 

OTC  UST  REQUIREMENTS 
Proposod  Rulo 

AGENCY:  Board  of  Governors  of  the 
Federal  Reserve  System. 

ACTION:  Proposed  rule. 

SUMMARY:  These  proposed  amend¬ 
ments  to  the  Supplements  to  Regula¬ 
tions  G,  T  and  U  will  require  that 
dealers  must  submit  bona  fide  bids 
and  offers  for  an  OTC  stock  to  an 
automated  quotation  system  if  they 
are  to  be  counted  as  mai^et-makers  in 
that  stock  for  the  purpose  of  being  in¬ 
cluded  on  the  Board’s  List  of  OTC 
Margin  Stocks.  The  minimum  market 
maker  requirements  for  a  stock  to  be 
Included  on  the  List  under  the  present 
rule  recognizes  those  dealers  who 
make  “regularly  published  bona  fide 
bids  and  offers  for  such  stock.”  When 
the  List  was  first  published  by  the 
Board  in  1969  the  “pink  sheets”  of  the 
National  Quotation  Bureau  were  the 
only  consistent  source  of  the  required 
price  information.  Since  that  time  an 
automated  quotation  system,  the  Na¬ 
tional  Association  of  Security  Dealers 
Automated  Quotations  (NASDAQ), 
has  been  developed  to  a  point  where 
price  information  on  all  stocks  on  the 
Board’s  list  can  now  be  obtained  from 
it.  ’The  Board  is  presently  using  data 
from  both  the  “pink  sheets”  and 
NASDAQ  for  its  surveys. 

The  proposed  amendment  will  elimi¬ 
nate  the  necessity  of  reviewing  data 
from  the  “pink  sheets”  most  of  which 
is  considered  duplicative  and  reduce 
staff  review  and  computer  time. 

DATE:  Comments  must  be  received  on 
or  before  April  14, 1978. 

ADDRESS:  Secretary.  Board  of  Gov¬ 
ernors  of  the  Federal  Reserve  System, 
Washington.  D.C.  20551. 

FOR  FURTHER  INFORMA'nON 
CXJNTACT: 

Laura  Homer.  Chief  Attorney.  Secu¬ 
rities  Regulation.  Division  of  Bank¬ 
ing  Supervision  and  Regulation. 
Board  of  Governors  of  the  Federal 
Reserve  System.  Washington.  D.C. 
20551,  202-452-2781. 

SUPPLEMENTARY  INFORMATION: 
’The  Board  proposes  to  amend  the 
Supplements  to  Regidations  G.  T  and 
U  (12  CFR  Parts  207,  220  and  221)  to 
eliminate  the  necessity  of  reviewing 
data  from  the  “pink  sheets”  when  sur¬ 
veying  stocks  for  inclusion  on  the 
B<^d's  list  of  OTC  margin  Stocks. 
Most  of  the  data  is  now  duplicative  of 
material  from  NASDAQ,  and  review¬ 
ing  it  requires  an  expenditure  of  staff 


and  computer  time  no  longer  deemed 
necessary  to  complete  the  analysis  re¬ 
quired  in  survesdng  the  stocks  eligible 
for  the  Board’s  List.  Further,  an  anal- 
3^  of  available  price  information  in¬ 
dicates  that  NASDAQ  Is  the  most  con¬ 
venient  and  complete  source  of  bid 
and  offer  data  for  more  actively 
traded  OTC  stocks  in  addition  to  sup¬ 
plying  other  needed  data  which  are 
unavailable  from  the  “pink  sheets.” 
The  proposed  amendments  will  permit 
the  Board  to  use  survey  data  from 
NASDAQ  only. 

Accordingly,  pursuant  to  sections  7 
and  23  of  the  l^urities  Exchange  Act 
of  1934.  as  amended  (15  U.S.C.  78  g 
and  w)  the  Board  proposes  to  amend 
12  CFR  Parts  207,  220,  and  221  as  fol¬ 
lows: 


PART  207— SECURITIES  CREDIT  BY 
PERSONS  OTHER  THAN  BANKS, 

BROKERS,  OR  DEALERS 

1.  Section  207.5(dK2)  and  207.5(eK2) 
of  Part  207,  Securities  Credit  by  Per¬ 
sons  other  than  Banks,  Brokers  or 
Dealers,  would  be  amended  as  follows: 

S  207.5  Suppleownt 

•  •  •  •  • 

(d)  Requirements  for  inclusion  on 
List  of  OTC  margin  stock.  •  •  • 

(2)  Four  or  more  dealers  stand  will¬ 
ing  to,  and  do  in  fact,  make  a  maricet 
in  such  stock  and  regularly  submit 
bona  fide  bids  and  offers  to  an  auto¬ 
mated  quotations  system  for  their  own 
accounts,  or  the  stock  is  registered  on 
a  secvuities  exchange  that  is  exempted 
by  the  Securities  and  Exchange  Com¬ 
mission  from  registration  as  a  national 
securities  exchange  pursuant  to  sec¬ 
tion  5  of  the  Securities  Exchange  Act 
of  1934  (15  UJS.C.  78e). 

•  •  •  •  • 

(e)  Requirements  for  continued  In¬ 
clusion  on  List  of  OTC  margin  stock. 

•  •  •  •  • 

(2)  'Three  or  more  dealers  stand  will¬ 
ing  to,  and  do  in  fact,  make  a  market 
in  such  stock  and  regularly  submit 
bona  fide  bids  and  offers  to  an  auto¬ 
mated  quotations  system  for  their  own 
accounts,  or  the  stock  is  registered  on 
a  securities  exchange  that  is  exempted 
by  the  Securities  and  Exchange  Com¬ 
mission  from  registration  as  a  national 
securities  exchange  pursuant  to  sec 
tion  5  of  the  Securities  Exchange  Ad 
of  1934  (15  UJS.C.  78e). 


PART  220— CREDIT  BY  BROKERS  AflD 
DEALERS 

2.  SecUon  220.8(hK2)  and  220.8(1X2) 
of  Part  220,  Credit  by  Brokers  and 
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Dealers,  would  be  amended  as  set 
forth  below: 

5  220.8  Supplement 

*  *  •  •  • 

(h)  Requirements  for  inclusion  on 
List  of  OTC  margin  stock.  *  *  * 

(2)  Four  or  more  dealers  stand  will* 
Ing  to.  and  do  in  fact,  make  a  market 
in  such  stock  and  regularly  submit 
bona  fide  bids  and  offers  to  an  auto¬ 
mated  quotations  system  for  their  own 
accounts,  or  the  stock  is  registered  on 
a  securities  exchange  that  is  exempted 
by  the  Securities  and  Exchange  Com¬ 
mission  from  registration  as  a  national 
securities  exchange  pursuant  to  sec¬ 
tion  5  of  the  Securities  Exchange  Act 
of  1934  (15  U.S.C.  78e). 

*  •  •  •  • 

(i)  Requirements  for  continued  in¬ 
clusion  on  List  of  OTC  margin  stock. 

•  *  • 

(2)  Three  or  more  dealers  stand  will¬ 
ing  to.  and  do  in  fact,  make  a  market 
in  such  stock  and  regularly  submit 
bona  fide  bids  and  offers  to  an  auto¬ 
mated  quotations  system  for  their  own 
accoimts,  or  the  stock  is  registered  on 
a  seciirities  exchange  that  is  exempted 
by  the  Securities  and  Exchange  Com¬ 
mission  from  registration  as  a  national 
seciulties  exchange  pursuant  to  sec¬ 
tion  5  of  the  Securities  Exchange  Act 
of  1934(15  U.S.C.  78e). 


PART  221— CREDIT  BY  BANKS  FOR 

THE  PURPOSE  OF  PURCHASING  OR 

CARRYING  MARGIN  STOCKS 

3.  Section  221.4(dK2)  and  221.4(eK2) 
of  Part  221,  (>edlt  by  Banks  for  the 
Purpose  of  Purchasing  or  Carrying 
Margin  Stocks,  would  be  amended  as 
follows: 

S  221.4  Supplement 

•  •  •  •  • 

(d)  Requirements  for  inclusion  on 
List  of  OTC  margin  stock.  *  •  • 

(2)  Four  or  more  dealers  stand  will¬ 
ing  to,  and  do  in  fact,  make  a  market 
in  such  stock  and  regularly  submit 
bona  fide  bids  and  offers  to  an  auto¬ 
mated  quotations  system  for  their  own 
accounts,  or  the  stock  is  registered  on 
a  securities  exchange  that  Is  exempted 
by  the  Securities  and  Exchange  Com¬ 
mission  from  registration  as  a  national 
securities  exchange  pursuant  to  sec¬ 
tion  5  of  the  Securities  Exchange  Act 
of  1934  (15  U.S.C.  78e). 

•  •  *  *  • 

(e)  Requirements  for  continued  in¬ 
clusion  on  List  of  OTC  margin  stock. 

•  •  • 

(2)  Three  or  more  dealers  stand  will¬ 
ing  to,  and  do  in  fact,  make  a  market 
in  such  stock  and  regularly  submit 
bona  fide  bids  and  offers  to  an  auto¬ 


mated  quotations  system  for  their  own 
accounts,  or  the  stock  is  registered  on 
a  securities  exchange  that  is  exempted 
by  the  Securities  and  Exchange  Com¬ 
mission  from  registration  as  a  national 
securities  exchange  pursuant  to  sec¬ 
tion  5  of  the  Securities  Exchange  Act 
of  1934  (15  UB.C.  78e). 

To  aid  in  consideration  of  this 
matter  by  the  Board,  interested  per¬ 
sons  are  invited  to  submit  relevant 
data,  views,  comments,  or  arguments. 
All  material  should  include  the  docket 
niunber  R-0147.  Such  material  will  be 
made  available  for  inspection  and 
copying  upon  request,  except  as  pro¬ 
vide  in  §  261.6(a)  of  the  Board’s  Rules 
Regarding  Availability  of  Information 
(12  CFR  261.6(a)). 

By  order  of  the  Board  of  Cxovemors, 
March  13, 1978. 

Theodorx  E.  Allison, 
Secretary  of  the  Board. 

[FR  Doc.  78-7204  FUed  3-14-78:  5:10  pm] 
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[14  CFR  Parts  207,  208,  212,  214,  371, 
372a,  373,  378,  378a] 

CHARTER  AIR  TRANSPORTATION 
Proposed  Rulemaking 

AGENCY:  Civil  Aeronautics  Board. 
ACmON:  Proposed  rules. 

SUMMARY:  The  Board  is  proposing  a 
comprehensive  revision  of  the  regula¬ 
tions  governing  charter  air  transporta¬ 
tion.  in  light  of  experience  gained 
under  existing  charter  rules  and  in  re¬ 
sponse  to  recent  fare  discounts'  of 
scheduled  airlines.  The  proposed 
amendments  would  replace  several  dif¬ 
ferent  charter  forms  with  one  simpli¬ 
fied  “Public  Charter,”  which  would 
not  require  advance  payment  for  seats 
or  formation  of  a  group  of  any  speci¬ 
fied  size,  and  would  allow  one-way  as 
well  as  round-trip  travel.  The  goal  of 
the  proposal  is  to  make  low-cost  air 
travel  more  accessible  to  the  general 
public  by  removing  costly  and  unnec¬ 
essary  charter  restrictions. 

DATES:  Comments  by:  April  26.  1978. 
Reply  comments  by:  May  16.  1978. 
Comments  and  other  information  re¬ 
ceived  after  these  dates  will  be  consid¬ 
ered  by  the  Board  only  to  the  extent 
practicable.  Requests  to  be  put  on  the 
Service  List  by:  March  27,  1978.  The 
Docket  section  prepares  the  Service 
List  and  sends  it  to  each  person  listed, 
who  then  serves  his  comment  on 
others  on  the  list. 

ADDRESSES:  Twenty  copies  of  com¬ 
ments  should  be  sent  to  Docket  32242, 
Civil  Aeronautics  Board,  1825  Con¬ 
necticut  Avenue  NW.,  Washington, 


D.C.  20428.  Individuals  may  submit 
their  views  as  consumers  without 
filing  multiple  copies.  Comments  may 
be  examined  in  Room  711  as  soon  as 
they  are  received. 

FOR  FUR'THER  INFORMATION 
CONTACrr: 

Robert  W.  Kneisley,  Office  of  the 
General  Counsel,  Civil  Aeronautics 
Board,  1825  Connecticut  Avenue 
NW..  Washington.  D.C.  20428,  202- 
673-5442. 

SUPPLEMENTARY  INFORMATION: 

I 

For  the  last  several  years  the  Board 
has  been  engaged  in  an  intensive 
review  and  modification  of  the  regula¬ 
tions  governing  charter  air  transporta¬ 
tion.  Throughout  this  period  it  has 
been  faced  with  two  sometimes  con¬ 
flicting  objectives.  On  one  hand,  a 
charter  regime  should  be  sufficiently 
free  of  restrictions  to  enable  charter 
services  to  meet  the  growing  demand 
for  low-cost  bulk  transportation  by  the 
American  public,  particularly  econo¬ 
my-minded  vacation  travelers.  At  the 
same  time,  however,  the  Board  has  a 
statutory  obligation  to  maintain  a  dis¬ 
tinction  between  charter  and  regularly 
scheduled,  individually  ticketed  ser¬ 
vices. 

In  reconciling  these  objectives  over 
the  years  the  Board  has  developed  a 
number  of  new  types  of  charters  on  an 
experimental  basis,  each  designed  to 
make  charter  service  more  accessible 
to  the  traveling  public.  At  one  time, 
opportunities  for  charter  travel  were 
limited  almost  exclusively  to  members 
of  so-called  “affinity  groups,”  organi¬ 
zations  qualified  to  charter  aircraft  on 
behalf  of  their  membership.  The  vast 
majority  of  American  travelers,  who 
were  not  members  of  such  organiza¬ 
tions,  were  thus  compelled  to  satisfy 
their  air  transportation  needs  either 
by  traveling  on  much  higher-priced 
scheduled  services,  or  by  risking  par¬ 
ticipation  in  charter  flights  organized 
in  violation  of  the  Board’s  regulations. 
Despite  these  constraints  charter  traf¬ 
fic  grew  rapidly  in  the  1950’s  and 
1960’s. '  chiefly  because  of  a  rising 
demand  for  economical  vacation  travel 
and  widespread  disregard  of  the  affin¬ 
ity  requirements.  Thus,  it  became  in¬ 
creasingly  clear  that  the  growing 
public  demand  for  low-cost  air  trans¬ 
portation  could  not  be  satisfied  by 
lawful  affinity  group  flights. 

Because  of  the  limitations  of  the  af¬ 
finity  charter  the  Board  began  in  the 


'From  1955  to  1969,  charter  revenues  of 
the  nation’s  certificated  air  carriers  grew  at 
an  average  annual  rate  of  22  percent  and  in¬ 
creased  more  than  12-fold.  During  the  same 
period  the  total  transport  revenues  of  those 
carriers  increased  by  a  factor  of  5.4.  CAB 
Handbook  of  Airline  Statistics  and  Air  Car¬ 
rier  Financial  Statistics. 
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late  1960’s  and  early  1970’s  to  autho¬ 
rize  new  forms  of  charters  which 
would  be  available  to  the  general 
public  on  a  nondlscrlminatory  basis.  In 
doing  so.  however,  the  Board  felt  con¬ 
strained  to  impose  numerous  restric¬ 
tions  and  conditions,  *  not  only  to 
maintain  a  legally  sufficient  distinc¬ 
tion  between  charter  and  scheduled 
operations,  but  to  protect  scheduled 
carriers  from  the  threat  of  excessive 
diversion  of  traffic  to  the  new  services. 
Consequently,  the  early  nonaffinity 
charter  rules  were  desired  to  limit 
participation  to  travelers  who  could 
conform  their  plans  to  rigorous  travel 
restrictions  and  who  thus  would  not 
constitute  a  significant  proportion  of 
the  scheduled  carriers’  business.  The 
restrictions  proved  so  onerous,  howev¬ 
er.  that  the  first  public-sale  charters 
never  achieved  the  success  the  Board 
had  hoped  in  bringing  low-cost  air 
travel  within  the  broad  reach  of  the 
American  public.* 

_  • 

The  Board’s  more  recent  attempts  to 

develop  viable  public  charter  forms 
have  met  with  greater  success.  In  1975 
the  Board  authorized  the  One-stop-in¬ 
clusive  Tour  Charter  (OTC).  as  a  vaca¬ 
tioner’s  “tour  package’’  less  onerous 
than  the  rrc,  in  that  only  one  tour 
stop  is  required.  A  year  later,  the 
Board  developed  the  Advance  Booking 
Charter  (ABC)  as  an  air-only  charter 
service  for  travelers  who  do  not  want 
to  purchase  ground  accommodations 
along  with  air  transportation.  Since 
these  less  restrictive  charters  became 
available,  charter  traffic  as  a  whole 
continued  to  grow  and  shifted  marked¬ 
ly  from  affinity  groups  to  individual 
passengers  drawn  from  the  general 
public.  * 

In  sum,  publicly  available  charter 
service  has  grown  to  the  point  where  it 


•The  first  nonaffinity  charter,  the  Inclu¬ 
sive  Tour  Charter  (ITC),  requires  a  seven- 
day  mtnimiitn  stay  and  the  purchase  of 
ground  accommodations  which  include  over¬ 
night  stays  at  three  or  more  points  at  least 
50  miles  apart.  The  Travel  (>roup  Charter 
(TGC),  authorized  in  1972,  does  not  require 
purchase  of  a  ground  package  but  requires 
seats  to  be  purchased  at  least  60  days  before 
departure  and  features  a  complex  pricing 
formula  designed  to  ensure  prorating  of  the 
charter  cost  among  participants;  TOC  pas¬ 
sengers  thus  risk  substantial  price  increases 
after  becomii^  contractually  conunitted. 

*In  1973,  iot  example,  public  charters 
(ITCs  and  TOC’s)  carried  only  13  percent 
of  all  charter  passengers  on  U.S.-originating 
domestic  and  international  flights,  while  af¬ 
finity  charters  accounted  for  49  percent. 
(The  remaining  38  percent  were  accounted 
for  primarily  by  single  entity  charters). 
Source:  Form  41,  Schedule  T-6. 

•In  third  quarter  1977,  public  charters, 
principally  ABC’s  and  OTC’s  carried  67  per¬ 
cent  of  UB.-originating  charter  passengers, 
while  affinities  carried  only  12  percent. 
Total  third  quarter  1977  charter  traffic  in¬ 
creased  23  percent  over  that  in  third  quar¬ 
ter  1976.  Source:  Form  41,  Schedule  T-6. 
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ia  now  an  essential  part  of  the  nation’s 
air  transportation  system.  It  has 
brought  opportunities  for  low-cost  air 
travel  to  millions  of  Americans,  with¬ 
out  regard  to  a  traveler’s  membership 
in  particular  clubs  or  organizations.  At 
the  same  time,  supplemental  carriers 
and  charter  operators  have  taken  the 
lead  in  fostering  price  competition  in 
the  air  transportation  industry.  The 
competitive  spur  of  charters  has  held 
scheduled  fares  in  check  in  a  number 
of  markets  and  has  induced  a  broad 
variety  of  discount  and  promotional 
fares  in  competitive  response. 

n 

In  order  to  preserve  and  expand  the 
opportunities  for  low-cost  travel,  the 
Board  must  continue  to  reexamine  its 
charter  regulations  in  accordance  with 
experience  and  changing  circum¬ 
stances.  In  light  of  our  experience 
under  the  existing  rules,  and  in  re¬ 
sponse  to  changes  in  the  competitive 
environment,  we  have  tentatively  con¬ 
cluded  that  our  public  charter  rules 
remain  unnecessarily  restrictive  and 
should  now  be  liberalized.  At  the  same 
time,  we  believe  that  a  relaxation  of 
charter  restrictions  will  neither  Jeop¬ 
ardize  the  integrity  of  scheduled  air¬ 
line  service  nor  impair  the  legality  of 
the  regulations. 

A  number  of  circumstances  lead  us 
to  those  conclusions.  Most  important¬ 
ly,  there  is  evidently  still  a  substantial 
public  demand  for  low-cost  air  trans¬ 
portation.  which  it  is  economically  fea¬ 
sible  to  satisfy  through  the  use  of 
charters.*  While  the  Board’s  regula¬ 
tory  scheme  is  only  one  of  several  fac¬ 
tors  affecting  charter  service,  it 
cannot  be  disputed  that  more  liberal 
charter  rules  will  be  conducive  to  a 
further  expansion  of  economical  travel 
opportunities.  The  relaxation  of  these 
rules  in  the  past  few  years  has  led  to  a 
groalh  in  charter  traffic,  and  we  have 
no  reason  to  believe  that  pattern 
should  now  change.  While  the  ABC 
and  OTC  rules  are  more  liberal  than 
their  predecessors,  they  too  contain 
restrictions  and  conditions  originally 
designed  to  protect  scheduled  carriers 
from  diversion,  but  which  now  limit 
the  charter  market  unnecessarily  and 


•Although  charter  traffic  has  grown  over 
the  years,  on  an  overall  basis  these  oper¬ 
ations  still  do  ruit  constitute  a  large  portion 
of  the  total  air  transportation  system.  In 
the  twelve  months  ended  September  30. 
1977,  charter  passengers  accounted  for  only 
3.4  percent  of  all  passengers  enplaned  by 
certificated  carriers,  and  10,9  percent  of 
total  revenue-passenger-mlles  flown.  In  the 
same  period  charter  passenger  revenues 
constituted  only  4.6  percent  of  the  total  cer¬ 
tificated  industry  transport  revenues.  CAB 
Air  Carrier  Traffic  Statistics  and  Airline  In¬ 
dustry  Economic  Report.  September  1977.  It 
seems  clear  that  the  relatively  small 
number  of  charter  passengers  is  due  at  least 
in  part  to  the  regulatory  restrictions  im¬ 
posed  on  charter  services. 


create  inefficiency  in  charter  oper¬ 
ations.  A  relaxation  of  these  restric¬ 
tions  should  genuinely  benefit  the 
traveling  public,  not  only  by  reducing 
the  costs  and  therefore  the  prices  of 
charter  operations,  and  making  low 
charter  prices  more  widely  and  conve¬ 
niently  available,  but  also  by  assuring 
and  strengtheniiig  the  continued  com¬ 
petitive  check  of  a  vigorous  charter  in¬ 
dustry  on  regular  fares. 

Secondly,  the  massive  and  ruinous 
diversion  regularly  predicted  by  sched¬ 
uled  carriers  each  time  the  Board  has 
considered  a  more  liberal  charter  rule 
has  never  materialized.  While  it  is  un¬ 
doubtedly  true  that  many  charter  pas¬ 
sengers  might  have  traveled  on  sched¬ 
uled  service  if  lower-priced  charters 
were  not  available,  there  has  been  no 
showing  that  scheduled  service  has 
been  seriously  impaired  as  a  resiilt  of 
charter  competition.  As  we  recently 
stated  in  a  similar  context: 

The  question,  in  our  mind,  is  not  whether 
diversion  takes  place,  but  whether  as  a 
result  scheduled  service  on  particular  routes 
is  reduced  to  the  point  that  it  no  longer  ser¬ 
vices  the  conventoKX  of  the  public  that 
wishes  to  use  it.  * 

No  evidence  of  such  a  reduction  of 
service  has  ever  been  presented  to  the 
Board.  Moreover,  a  demonstration  of 
such  substantial  diversion  in  certain 
markets  in  the  future  would  not,  in 
our  Judgment,  impair  the  validity  of 
the  charter  rules.  ’Those  rules  will  con¬ 
tinue  to  contain  special  post  hoc 
review  procedures  which  empower  the 
Board  to  impose  limitations  on  the 
number  of  charter  flights  which  may 
be  operated  between  particular  points 
upon  a  showing  that  charter  oper¬ 
ations  in  those  markets  are  detrimen¬ 
tal  to  the  public  interest.  Identical 
provisions  were  included  in  the  ABC 
and  OTC  rules  as  precautionary  mea¬ 
sures  for  the  protection  of  scheduled 
service,  yet  no  scheduled  carrier  has 
ever  sought  such  relief  from  ABC  op¬ 
erations  and  only  one  petition  was 
filed  with  respect  to  OTC’s.  * 

In  fact,  the  sheduled  carriers  them¬ 
selves  have  always  been  free  to  share 
in  charter  operations.  Historically,  the 
lion’s  share  of  charter  traffic  has 
moved  on  scheduled  carriers,  *  and  we 
know  of  no  reason  why  this  pattern 
should  change  under  more  liberal 
charter  rules.  The  scheduled  carriers 
have  a  number  of  advantages  over 

•Notice  of  Proposed  Rulemaking  SPDR- 
56,  42  FR  12066,  March  2, 1977. 

’14  CTR  5§  371.5,  378a.5. 

•That  application,  from  a  foreign  air  car¬ 
rier  operating  in  a  fifth-freedom  market, 
was  denied  in  Order  76-4-46,  April  12,  1976. 

•In  the  twelve  months  ended  September 
30,  1977,  scheduled  airlines  carried  66  per¬ 
cent  of  all  charter  passengers  and  accounted 
for  56  percent  of  the  charter  revenue-pas- 
senger-miles  flown  by  certificated  carriers. 
CAB  Air  (Carrier  ’Traffic  Statistics,  Septem¬ 
ber  1977. 
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their  supplemental  competitors— in 
market  identity,  aircraft  availability, 
and  ground  facilities— that  should 
enable  them  to  remain  formidable 
competitors  in  the  charter  market.  In 
o\ir  Judgment,  therefore,  it  would  be 
unrealistic  to  conclude  that  a  relax¬ 
ation  of  charter  regulations  will  seri¬ 
ously  endanger  the  economic  health  of 
the  nation’s  scheduled  airlines. 

Finally,  the  competitive  environ¬ 
ment  affecting  charters  has  changed 
profoundly  since  the  OTC  and  ABC 
rules  were  adopted.  During  the  past 
year  the  Board  has  chosen  not  to  re¬ 
strict  scheduled  carriers  from  intro¬ 
ducing  a  number  of  deeply  discounted 
fares,  many  of  them  in  prime  charter 
markets.  In  response  to  the  threat  of 
injury  these  fare  reductions  posed  to 
charter  services  and  supplemental  air 
carriers  we  liberalized  the  charter 
rules  on  an  interim  basis,  pending 
completion  of  this  longer  range  pro¬ 
ceeding.  *• 

Whether  or  not  these  low  scheduled 
fares  will  actually  drive  charters  out 
of  certain  markets,  or  irreparably 
damage  the  supplementals— notwith¬ 
standing  more  liberal  charter  rules— is 
still  uncertain.  However,  it  is  clear  at 
the  very  least  that  the  charter  indus¬ 
try  should  not  be  hobbled  by  burden¬ 
some  conditions  and  restrictions  which 
were  imposed  for  the  protection  of 
scheduled  carriers  under  wholly  differ¬ 
ent  circumstances.  In  the  past,  a  cen¬ 
tral  assumption  underlying  the  devel¬ 
opment  of  our  charter  regime  has 
been  that  the  full-planeload  economics 
of  charters  enables  a  charter  seat  to 
be  priced  substantially  lower  than  a 
seat  on  competing  scheduled  service. 
With  that  imderstanding  the  Board 
understandably  concluded  that  restric¬ 
tive  conditions  for  charters  were  nec¬ 
essary  in  order  to  prevent  undue  diver¬ 
sion  of  scheduled  traffic  and  a  blur¬ 
ring  of  the  distinction  between  charter 
and  individually  ticketed  service.  Yet 
in  offering  the  deep  discount  fares, 
scheduled  carriers  have  revealed  a 
number  of  inherent  price  and  service 
advantages  over  charters  in  competing 
for  discretionary '  travelers.  Many  of 
the  discount  fares  are  based  on  the 
low  marginal  costs  of  filling  what 
would  otherwise  be  empty  seats  on  ex¬ 
isting  flights,  while  charter  operators 
must  set  prices  on  the  basis  of  the 


'*The  principal  amendments  made  at  that 
time  were  (1)  reduction  of  the  ABC  advance 
purchase  period  to  15  days,  (2)  allowance  of 
15  percent  fill-up  sales  on  ABC’s,  (3)  elimi¬ 
nation  of  minimum-stay  requirements  for 
ABC’s  and  OTC’s,  and  (4)  reduction  of  the 
ABC,  D’ye  and  ITC  minimum  charter  group 
size  to  20.  Regulations  SPR'142.  143,  144, 
and  ER-1032,  1033,  1034,  and  1035,  42  FR 
65487  et  seq.,  December  30,  1977.  Judicial 
review  of  these  amendments  is  now  pending 
in  American  Airlines,  et  oL  v.  C.A.B., 
C.A.D.C.  No.  78-10009.  fUed  January  3.  1978. 


average  costs  for  all  seats.  As  a  result, 
discount  scheduled  fares  are  often  in 
the  same  range  as  competing  charter 
prices.  Yet  scheduled  carriers  have 
substantially  greater  market  identity 
than  charter  operators  and  can  offer 
greater  convenience  and  flexibility  in 
scheduling  ai^d  accommodating  pas¬ 
sengers. 

While  we  do  not  intend  to  insulate 
the  charter  industry  from  the  compe¬ 
tition  of  scheduled  service,  neither  do 
we  wish  to  handicap  it  with  outdated 
and  unnecessary  regulations.  We 
therefore  believe  that  the  proper  re¬ 
sponse  to  the  competitive  threat  to 
charters  from  the  discount  scheduled 
fares  is  not  to  restrain  scheduled  carri¬ 
er’s  from  competing  vigorously  for 
price-conscious  travelers,  but  instead 
to  remove  from  our  charter  rules  the 
restrictions  which  inhibit  the  charter 
industry  from  mounting  an  effective 
competitive  response.  The  combina¬ 
tion  of  low  scheduled  fares  and  a  less 
restrictive  charter  regime  should  en¬ 
courage  healthy  and  active  price  com¬ 
petition  among  carriers  and  provide 
the  public  with  a  wider  choice  of  eco¬ 
nomical  travel  opportimltles. 

As  a  final  matter,  we  should  empha¬ 
size  that  adoption  of  the  rules  pro¬ 
posed  here  would  be  within  our  statu¬ 
tory  power,  as  the  courts  have  long 
recognized.  Congress  deliberately  did 
not  define  the  term  “charter”  and  the 
Board  is  free  to  evolve  a  definition  in 
accordance  with  experience  and 
changing  circumstapees,  “as  long  as 
the  Integrity  of  scheduled  service  traf¬ 
fic  is  not  vitiated.”  "  Rules  and  restric¬ 
tions  developed  in  the  past,  under  dif¬ 
ferent  economic  conditions  and  with¬ 
out  the  benefit  of  recent  experience, 
cannot  be  considered  immutable.  In 
order  to  serve  the  public  interest  in 
low-cost  travel,  the  Board  has  both 
the  power  and  the  obligation  to  ex¬ 
periment  with  different  types  of 
charters.  ** 

It  is  established  law  that  no  single 
restriction  is  essential  to  the  legality 
of  a  charter  rule,  so  long  as  all  the 
characteristics  of  the  rule,  taken  to¬ 
gether,  distinguish  the  charter  from 
individually-ticketed  scheduled  ser¬ 
vice.  The  proposed  Public  Charter  rule 
contains  several  distinguishing  fea¬ 
tures.  including  a  number  of  risks  and 
conditions  not  normally  associated 
with  travel  on  regularly  scheduled  ser¬ 
vice:  charters  seats  may  be  sold  only 
by  charter  operators  independent 
from  the  direct  air  carrier;  a  charter 
may  be  canceled  on  grounds  which 


“Trans  World  Airlines,  Inc.  v.  C.A.B..  543 
P.  2d  771  at  774  (2d  Clr.  1976). 

'*ld.  at  775.  See  also  Pan  American  World 
Airways,  Inc.  v.  C.A.B..  517  P.  2d  734.  746  (2d 
Clr.  1975);  Saturn  Airways,  Inc.  v.  C.A.B., 
483  P.  2d  1284  (D.C.  Or.  1973);  American 
Airlines,  Inc.  v.  C.A.B..  348  P.  2d  349  (D.C. 
ar.  1965). 


would  not  Justify  cancellation  of 
scheduled  flights,  e.g.  because  of  inad¬ 
equate  participation  or  other  contin¬ 
gencies  set  forth  in  the  operator’s  con¬ 
tract;  once  contractually  committed, 
participants  may  not  change  or  cancel 
reservations  without  risk  of  charge  or 
forfeiture  of  deposits;  when  purchas¬ 
ing  round-trip  transportation,  partici¬ 
pants  must  identify  the  return  flight 
in  advance.  These  and  other  charac¬ 
teristics  of  the  rules  will.  In  our  Judg¬ 
ment,  adequately  separate  charter 
from  scheduled  traffic.  Charter  travel 
will  continue  to  be  suitable  only  for 
price-sensitive  travelers  who  can 
accept  the  inherent  risks  and  condi¬ 
tions  of  this  form  of  transportation. 
Business  travelers  and  others  who  re¬ 
quire  both  certainty  and  flexibility  in 
their  travel  arrangements  will,  on  the 
whole,  tend  to  find  charters  unsuitable 
and  will  continue  to  use  scheduled  ser¬ 
vice  for  their  air  transportation  needs. 

Ill 

The  restrictions  contained  in  our 
rules  inhibit  the  marketability  of 
charters  in  two  basic  ways.  Some  di¬ 
rectly  raise  the  charter  operator’s 
costs  of  doing  business,  and  in  turn  are 
reflected  in  the  price  charged  to  the 
public.  For  example,  the  reiiuirement 
for  a  minimum  group  size  frequently 
causes  seats  allocated  to  one  group  to 
remain  empty  despite  demand  for 
them  by  members  of  another  group; 
the  cost  of  the  unfilled  seats  must  be 
borne  by  the  operator  and  ultimately 
by  charter  participants.  Other  restric¬ 
tions.  such  as  advance  seat  purchase 
and  group  travel  requirements,  are  im¬ 
posed  more  directly  upon  individual 
passengers,  and  exclude  from  the 
market  travelers  who  cannot  <M)mply 
with  the  stated  conditions.  Our  action 
here  is  intended  to  ameliorate  both 
kinds  of  restrictions,  so  as  to  enable 
charter  operators  not  only  to  reduce 
operating  costs  but  to  offer  less  re¬ 
stricted  services,  which  will  appeal  to  a 
larger  segment  of  the  traveling  public. 

We  are  proposing  a  new,  simplified 
“Public  Charter.”  patterned  after  the 
ABC  but  less  restrictive  in  a  number 
of  respects.  Like  the  ABC,  the  Public 
Charter  would  be  sold  to  the  general 
public  by  an  independent  charter  op¬ 
erator,  the  charter  price  may.  but 
need  not,  include  the  cost  of  tour  or 
ground  accommodations:  and  the  rule 
would  not  specify  any  minimum 
charter  price.  It  would  differ  from  the 
ABC  in  that  no  minimum  group  size 
would  be  specified,  one-way  as  well  as 
rormd-trip  travel  would  be  allowed,  ad- 


“Slnce  the  Public  (Charter  rule  is  essen¬ 
tially  an  amendment  of  the  ABC  rule,  it 
would  appear  In  14  CPR  Part  371,  which 
would  be  redesignated  accordingly.  All  exist¬ 
ing  provisions  of  Part  37Pwould  remain  un¬ 
changed  except  where  specified  in  the  pro¬ 
posed  rules. 
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vance  purchase  for  seats  would  not  be 
required,  and  discount  pricing  would 
be  permitted. 

Elimination  of  Minimttm  Group-Size 
Requirement 

Generally  speaking,  our  present 
charter  rules  require  a  group  of  a 
specified  minimum  size  to  travel  to¬ 
gether  on  both  legs  of  a  round-trip 
itinerary.  One  practical  effect  of  these 
group  travel  requirements  has  been  to 
limit  the  number  and  variety  of  itiner¬ 
aries  offered,  since  each  different  itin¬ 
erary  is  considered  a  separate  charter 
or  tour  subject  to  the  minimum  group- 
size  requirement.  As  a  result,  the  vast 
majority  of  charters  offered  have  been 
designed  for  groups  of  conventional 
vacation  travelers,  who  generally  plan 
trips  of  short  duration  on  fixed  dates. 
Travelers  who  cannot  conform  their 
plans  to  those  of  an  available  group 
are  unable  to  take  advantage  of  this 
kind  of  transportation.  For  example. 
ABC  programs  are  typically  limited  to 
trips  of  one,  two,  or  three  weeks’  dura-* 
tion  to  a  single  destination  point;  vaca¬ 
tioners  who  desire  to  visit  more  cities, 
travel  on  slightly  different  dates,  or 
travel  for  extended  periods  of  time 
tend  to  find  ABC’s  unsuitable. 

The  minimum  group-size  require¬ 
ment  also  introduces  needless  ineffi¬ 
ciency  into  charter  operations.  The 
minimum  number  of  seats  (until  the 
interim  liberalization,  the  number  was 
40  for  all  types  of  charters)  must  be  al¬ 
located  to  each  group  and  can  be  filled 
only  by  participants  in  that  group.  If 


“For  example,  students,  teachers,  retired 
persons,  and  "ethnic  travelers,”  who  some¬ 
times  travel  for  long  periods  at  a  time,  have 
difficulty  finding  suitable  charter  arrange¬ 
ments.  The  Board  has  recently  received  two 
rulemaking  petitions  seeking  authorization 
of  special  types  of  charter  to  suit  the  long¬ 
term  travel  needs  of  students  and  teachers. 
Disposition  of  the  petitions  is  discussed  in 
Part  V,  infra. 

“Although  the  requirement  was  originally 
expressed  in  terms  of  participants,  in  1971 
the  rules  were  amended  to  require  only  that 
40  or  more  seats  be  contracted  by  each 
group,  in  order  to  avoid  mandatory  cancella¬ 
tion  when  fewer  than  40  persons  actually 
subscribe.  In  the  latter  case,  however.  40 
seats  must  still  be  allocated  to  an  undersold 
group  and  empty  seats  cannot  be  filled  by 
members  of  any  other  charter  group.  In  this 
sense,  “group"  means  any  distinguishable 
charter  itinerary;  thus  a  one-week  ABC 
from  New  York  to  London  is  considered  a 
separate  charter  group  from  a  two-week 
ABC  between  the  same  points  departing  on 
the  same  day.  These  restrictions  have  been 
uniformaly  applied  to  all  split  charters, 
even  when  a  single  organizer  contracts  for 
the  entire  capacity  of  the  aircraft  for  the 
use  of  two  or  more  different  groups.  The 
Board  solicited  comment  on  the  advisability 
of  modifying  or  eliminating  the  minimum 
group-size  requirement  in  Advance  Notice  of 
Proposed  Rulemaking  EDR-^SZQ/SPDR-SQ, 
42  FR  38186,  July  27,  1977,  Docket  30766. 
This  notice  now  terminates  Docket  30766. 


a  charter  or  tour  attracts  fewer  than 
the  minimum  number  of  participants, 
the  organizer  must  either  cancel  the 
charter  or  operate  it  with  empty  seats, 
even  if  there  is  a  willing  purchaser  on 
a  different  itinerary  who  would  gladly 
pay  ^  for  the  available  seat.  In  either 
case  the  public  bears  the  cost  of  this 
wasteful  restriction.  Cancellation  of 
the  charter  disrupts  the  plans  of  those 
who  do  subscribe,  and  sometimes  re¬ 
sults  in  cancellation  of  an  entire  flight 
on  which  other  groups  are  to  be  car¬ 
ried.  On  the  other  hand,  if  the  charter 
is  operated,  the  cost  of  the  empty 
seats  is  ultimately  absorbed  by  the 
pasdng  customers. 

The  rigidity  and  inefficiency  of  the 
group  travel  requirements  become 
more  apparent  when  contrasted  with 
the  travel  flexibility  offered  by  many 
of  the  new  discount  scheduled  fares. 
The  Super-Apex  and  the  Super-Saver, 
for  example,  allow  the  passenger  com¬ 
plete  fre^om  to  select  departure  and 
return  dates  within  stated  minimum 
and  maximiun  stays,  without  regard  to 
any  group  travel  requirement.  Other 
low-fare  services  permit  one-way 
travel,  e.g..  Laker  Sk^rain  in  the  New 
York-London  market,  the  North  At¬ 
lantic  standby  fare,  and  the  New 
York-Florida  Aero-Bus  and  No-Frills 
fares.  In  addition,  since  these  fares  are 
not  dependent  on  the  formation  of  a 
group,  they  may  not  be  canceled  for 
lack  of  participation  or  other  contin¬ 
gencies  which  commonly  justify  can¬ 
cellation  of  charters. 

In  the  interim  liberalization,  we  had 
proposed  to  permit  intermingling 
among  ABC  groups  as  a  means  of  re¬ 
ducing  this  inflexibility.  Under  that 
proposal  ABC  operators  would  still 
have  been  required  to  form  groups  of 
a  specified  size  on  the  outbound  leg  of 
a  round-trip  itinerary,  but  participants 
would  have  been  permitted  to  return 
apart  from  their  original  group  on  any 
available  return  flight  of  the  operator. 
However,  several  charter  operators 
and  other  parties  argued  that  inter¬ 
mingling  of  groups  would  raise  admin¬ 
istrative  and  marketing  problems,  and 
would  be  ineffective  by  itself  in  signifi¬ 
cantly  reducing  the  rigidly  of  charter 
transportation. 

We  now  believe  tiiat  a  better  way  to 
introduce  flexibility  is  to  eliminate  the 
minimum  group-size  requirement  alto¬ 
gether.  Removal  of  the  group-size  re¬ 
striction  would  achieve  much  the  same 
goal  as  intermingling,  since  round-trip 
travel  with  a  group  would  no  longer  be 
required.  In  addition,  the  charter  orga¬ 
nizer  would  not  have  to  form  groups 
of  any  specified  size  even  on  the  out¬ 
bound  flight,  but  would  be  free  to  fill 
contracted  space  as  demand  dictates. 

In  an  earlier  review  of  the  group-size 
requirement,’*  we  raised  the  possibil- 

** Advance  Notice  EDR-329/SPDR-59  at  p. 
4.  42  FR  38187. 


ity  of  adopting  a  more  restrictive 
group-size  requirement  (i.e.,  require 
larger  groups)  for  split  charters  involv¬ 
ing  two  or  more  operators,  as  distin¬ 
guished  from  a  charter  where  the 
entire  aircraft  capacity  is  contracted 
by  a  single  operator  for  use  of  two  or 
more  groups.  ’The  stated  rationale  for 
such  a  distinction  was  that  since  the 
danger  of  cancellation  of  split  charter 
flights  tends  to  increase  with  the 
number  of  charterers  sharing  capac¬ 
ity.  a  reduction  of  the  minimum  group 
size  might  result  in  a  greater  incidence 
of  cancellations,  by  allowing  aircraft 
capacity  to  be  split  into  smaller  units 
among  more  charterers.  However,  we 
tentatively  believe  that  no  such  dis¬ 
tinction— at  least  in  terms  of  group 
size'*— need  be  made,  it  seems  to  us 
that  a  uniform  relaxation  of  the 
group-size  restriction  might  just  as 
well  lessen  the  probability  of  flight 
cancellation  on  multi-operator  split 
charters,  since  each  charterer  would 
no  longer  be  subject  to  the  wasted-seat 
costs  of  the  mlnimiun-40  rule,  and 
thus  might  be  less  likely  to  default. 
Moreover,  elimination  of  the  minimum 
group  size  does  not  necessarily  mean 
that  the  average  number  of  charterers 
involved  in  a  split  charter  would  in¬ 
crease.  ’The  direct  carrier  obviously 
does  not  wish  to  create  for  itself  an 
unnecessary  risk  of  flight  cancellation, 
and  thus  may  find  it  prudent  to  deal 
only  with  a  small  number  of  operators 
when  contracting  for  a  split  charter. 
Finally,  the  multi-operator  split 
charter  appears  to  serve  today  as  a 
business  opportunity  for  small  charter 
operators,  who  might  be  unduly  disad¬ 
vantaged  if  subjected  to  more  strin¬ 
gent  group  travel  requirements  than 
their  larger  competitors.  Nevertheless, 
we  invite  further  comment  on  this 
question  in  light  of  the  discussion 
above  and  we  wiU  reconsider  our  ten¬ 
tative  determination  before  adopting 
final  rules. 

As  a  final  matter,  we  are  concerned 
that  a  relaxation  of  the  group  travel 
requirements,  while  Justified  on  the 
grounds  above,  might  nonetheless 
have  the  unintended  consequence  of 
Jeopardizing  the  security  of  the  return 
transportation  on  round-trip  charter 
flights.  When  participants  travel  to¬ 
gether  as  a  group,  the  charter  organiz¬ 
er  knows  well  in  advance  (before  de¬ 
parture  of  the  outbound  flight)  that 
thoie  passengers  will  be  returning  as  a 
group,  and  can  plan  return  transporta¬ 
tion  accordingly.  If  passengers  are  al- 


"An  alternative  to  Imposing  a  minimum 
group-size  on  split  charters  would  be  to  re¬ 
quire  a  minimum  number  of  seats  (e.g.  10, 
20,  or  40)  to  be  contracted  by  each  char¬ 
terer.  for  resale  without  restriction  on  group 
allocation.  Such  a  requirement  would  limit 
the  number  of  charterers  involved  in  split 
charters,  but  would  avoid  the  forced  ineffi¬ 
ciencies  of  the  minimum  group-size  require¬ 
ment. 
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lowed. to  select  individual  itineraries, 
the  organizer  may  not  be  able  to  plan 
return  trips  with  the  same  certainty, 
particularly  for  long-term  travelers 
whose  return  flights  are  not  fully  sub¬ 
scribed  by  the  flight  date.  Notwith¬ 
standing  our  regulations  requiring 
charter  operators  to  obtain  binding 
commitments  for  air  transportation 
and  prohibiting  late  cancellation  of 
charters  for  insufficient  participation, 
the  possibility  arises— at  least  theoreti¬ 
cally— that  passengers  could  be  strand¬ 
ed  without  return  transportation  be¬ 
cause  of  imauthorized  cancellations  or 
defaults  by  tour  operators  in  mid-pro¬ 
gram.  Whether  or  not  the  stranded 
passenger  is  ultimately  successful  in 
obtaining  a  refund,  he  would  be  seri¬ 
ously  inconvenienced  in  the  meantime 
and  might  be  forced  to  pay  for  more 
expensive  substitute  transportation. 

For  that  reason  we  have  tentatively 
decided  to  prohibit  the  sale  of  round- 
trip  Public  Charters  with  open  re¬ 
turns.  i.e.,  the  operator  would  not  be 
permitted  to  sell  return  transportation 
for  which  the  purchaser  does  not  des¬ 
ignate  a  particular  flight.  Open  re¬ 
turns  may  exacerbate  the  imcertainty 
of  planning  roimd-trip  flights  under 
non-group  travel,  and  the  need  for  this 
travel  feature  is  reduced  considerably 
by  our  proposals  to  allow  one-way 
ABC’s  and  an  unrestricted  choice  of 
return  flights.  In  addition,  the  absence 
of  fixed  return  flights  would  very 
likely  make  proper  escrow  accoimting 
impossible  and  facilitate  misappropria¬ 
tion  of  passengers’  funds. " 

We  ask  the  assistance  of  the  public 
in  evaluating  the  magnitude  of,  and 
additional  remedies  for.  the  potential 
consumer  problems  posed  by  non¬ 
group  travel.  Is  the  likelihood  of  pas¬ 
senger  strandings  great  enough  to 
outweigh  the  consumer  benefits  from 
relaxed  group  travel  requirements,  or 
is  the  problem  illusory  because  the 
majority  of  charter  passengers  will 
continue  to  travel  in  predictable  group 
movements?  If  the  problem  is  not  illu¬ 
sory,  what  steps  should  the  Board 
take  to  guard  against  it?  '* 

One-Way  Charters 

Our  proposal  to  permit  one-way 
charters  is.  like  the  abolition  of  the 
group  size,  designed  to  broaden  the 


“  In  that  connection  we  are  clarifying  our 
charter  depository  requirements  to  stress 
that  if  the  minimum  group-size  requirement 
were  eliminated,  the  depository  bank  would 
still  be  required  to  maintain  a  separate  ac¬ 
counting  for  each  charter  group,  i.e.,  all  par¬ 
ticipants  following  the  same  Itinerary.  See 
proposed  §  371.31(bX2Kvii) 

'*  E.g.,  should  the  Board  require  the  direct 
carrier  operating  an  outbound  charter  flight 
to  insure  the  return  of  those  passengers  at 
no  extra  charge  in  the  event  of  failure  or 
imauthorized  cancellation  by  the  charter 
operator? 


charter  market  and  reduce  operators' 
costs.  One-way  travel  is  desirable  not 
only  to  travelers  who  truly  want  trans¬ 
portation  in  only  one  direction,  but 
also  to  “delayed-retum"  passengers 
who  desire  round-trip  transportation 
but  cannot  or  prefer  not  to  make  ar¬ 
rangements  for  a  return  trip  until 
some  time  after  departure  of  the  out¬ 
bound  flight.*”  It  may  be  that  such 
travelers  are  not  numerous  enough  to 
support  a  regular  program  of  one-way 
flights,  but,  as  several  charter  opera¬ 
tors  pointed  out  in  the  interim  pro¬ 
ceeding,  one-way  charters  could  be 
used  effectively  in  connection  with 
round-trip  programs.  One-way  flights 
could  be  operated  in  lieu  of  ferry 
flights  which  now  must  be  made  at  the 
beginning  or  end  of  many  ABC  pro¬ 
grams.  and  empty  seats  on  round-trip 
charters  could  be  offered  to  one-way 
passengers  as  fill-up  traffic.  Elimina¬ 
tion  of  the  round-trip  requirement 
may  also  enable  charters  to  be  more 
competitive  with  the  many  discount 
scheduled  fares  that  allow  one-way 
travel. 

Elimination  of  Advance-Purchase 
Period 

In  the  interim  liberalization  of  the 
ABC  rule  we  reduced  the  advance-pur¬ 
chase  period  to  15  days  and  permitted 
15  percent  fill-up  sales  (in  addition  to 
the  preexisting  15  percent  substitution 
allowance  for  canceling  participants). 
These  changes  were  made  to  enable 
ABC  operators  to  compete  more  effec¬ 
tively  for  travelers  who  cannot  or 
prefer  not  to  make  firm  travel  ar¬ 
rangements  several  weeks  in  advance. 

We  continue  to  believe  that  an  ad¬ 
vance-purchase  requirement  tends  to 
reduce  the  appeal  of  charter  travel. 
However,  if  the  only  inhibiting  effect 
of  an  advance-payment  rule  were  the 
inconvenience  caused  to  short-notice 
travelers,  we  might  not  need  to  change 
our  interim  15-day  advance-purchase 
requirement;  most  discretionary  trav¬ 
elers  could  normally  be  expected  to 
make  travel  plans  two  weeks  or  more 
in  advance,  particularly  on  the  typical 
long-haul  charter  flights.  Yet  the  ad¬ 
vance-purchase  requirement  imposes 
other  costs  as  well.  ABC  operators 
must  compile  and  file  certified  lists  of 
advance-booking  passengers  with  the 
direct  carrier  and  the  Board,  and  the 
carriers  must  use  the  lists  to  verify  the 
identity  of  prelisted  passengers  and 
see  to  it  that  the  limits  on  fiil-up  sales 
and  substitutions  are  not  exceeded. 
These  clerical  tasks  are  not  insignifi¬ 
cant,  and  it  is  reasonable  to  assume 
their  costs  are  ultimately  reflected  in 


“Consistent  with  our  determination  to 
prohibit  the  sale  of  open  returns,  however, 
the  purchaser  of  a  one-way  charter  seat 
would  pay  only  for  the  one-way  transporta¬ 
tion  and  not  for  an  unspecified  return 
flight. 


higher  ABC  prices.  Moreover,  the 
value  of  the  passenger  list  as  an  en¬ 
forcement  tool  has  been  eroded  re¬ 
cently  with  the  increased  incidence  of 
charter  flights  split  among  several 
charter  groups,  some  of  which  (e.g., 
OTC  groups)  are  not  subject  to  an  ad¬ 
vance-purchase  requirement  and  for 
which  no  passenger  lists  are  necessary. 
In  those  instances  the  use  of  the  pas¬ 
senger  list  only  for  certain  partici¬ 
pants  is  likely  to  cause  confusion  at 
boarding,  since  charter  passengers  are 
often  unaware  of  the  specific  type  of 
charter  they  have  purchased  and 
cannot  readily  be  distinguished  by  the 
direct  carrier. 

Elimination  of  the  advance-purchase 
requirement  could,  however,  have  an 
adverse  impact  on  consumers  in  two 
respects.  It  might  lead  to  last-minute 
charter  cancellations,  since  the  opera¬ 
tor  would  no  longer  have  to  conunlt 
itself  to  operation  by  the  cutoff  date 
for  advance  sales.**  Second,  it  would 
reduce  the  operator’s  incentive  to  ar¬ 
range  substitutions  for  canceling  pas¬ 
sengers,  since  additional  sales  could  be 
made  instead:  as  a  result,  more  partici¬ 
pants  would  face  high  cancellation 
fees,  which  range  up  to  100  percent  of 
the  charter  price.  If  either  of  these 
problems  materializes,  the  “liberaliza¬ 
tion”  of  the  charter  rules  could  be 
self-defeating,  by  discouraging  charter 
participation.  The  Board  is  therefore 
proposing  new  rules  to  avoid  that  pos- 
sibUlty. 

To  avoid  last-minute  cancellations, 
charter  operators  would  be  required  to 
notify  participants  in  writing  of  a 
charter  cancellation  no  later  than  15 
days**  before  scheduled  flight  depar¬ 
ture;  the  direct  air  carrier,  in  turn, 
would  be  required  to  notify  the  opera¬ 
tor  of  a  cancellation  no  later  than  30 
days  before  departure.  The  operator 
would  also  be  required  to  give  notice 
of  cancellation  to  participants  within 
15  days,  in  order  to  prevent  an  opera¬ 
tor  from  indefinitely  concealing  a  can¬ 
cellation  known  far  in  advance  of  the 
departure  date.  Exceptions  to  these 
notice  requirements  would  be  allowed 


*'It  was  for  this  reason,  and  the  occur¬ 
rence  of  late  cancellations  on  ITC’s  (for 
which  no  advance  purchase  is  required), 
that  the  Board  imposed  a  15-day  noncancel¬ 
lation  requirement  on  OTC’s  when  it  recent¬ 
ly  eliminated  the  OTC  advance  purchase  re¬ 
striction. 

“All  time  periods  for  these  notice  require¬ 
ments  would  be  measiured  by  calendar  days, 
and  we  are  proposing  to  revise  14  CFR 
S  371.6,  Computation  of  time,  so  that  Satur¬ 
days,  Simdays,  and  holidays  would  be  count¬ 
ed.  This  revision  would  also  apply  to  the 
computation  of  the  15-day  period  for  pre- 
marketlng  review  of  charter  prospectuses 
(14  CFR  9  371.25(a));  thus  charter  operators 
would  no  longer  have  to  delay  advertising 
and  selling  new  charter  programs  more  than 
15  days  after  filing  of  the  prospectus  when 
the  15th  day  falls  on  a  weekend  or  holiday. 
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only  for  cancellations  due  to  circum¬ 
stances  beyond  the  operator’s  or  carri¬ 
er’s  control.  We  would  thus  reverse 
our  current  policy  of  prohibiting 
beyond  a  certain  date  only  those  can¬ 
cellations  caused  by  inadequate  par¬ 
ticipation.  That  distinction  is  rather 
easily  evaded  in  practice,  and  is  not 
understandable  to  most  consumers  in 
any  event. 

’The  intent  of  these  rules  is  to  elimi¬ 
nate  the  distress  and  inconvenience 
caused  by  late  flight  cancellations, 
without  placing  unreasonable  or  costly 
burdens  on  charter  operators  and 
direct  carriers.  We  tentatively  believe 
that  the  proposed  requirements  would 
not  be  unduly  onerous  on  the  charter 
industry,  since  firm  commitments  for 
operation  of  charter  flights  are  nor¬ 
mally  made  more  than  15  days  before 
departure  under  present  circtun- 
stances.  This  is  due  in  part  to  the  typi¬ 
cal  op>erator-carrier  contractual  agree¬ 
ment  governing  flight  cancellations, 
whereby  the  operator  must  pay  a  can¬ 
cellation  charge  which  rises  as  the  de¬ 
parture  date  approaches."  Another 
contributing  factor  is  the  Board  re¬ 
quirement  that  full  payment  for  split 
charters  be  made  by  each  charterer  to 
the  direct  carrier  no  later  than  30  days 
before  flight  departure;  thus,  any  de¬ 
fault  by  one  or  more  charterers— or 
cancellation  of  the  entire  split 
charter— is  known  at  least  30  days 
before  departure.  ’Therefore  it  appears 
that  the  requirement  for  15  days 
notice  of  cancellation  to  participants 
would  not  impose  significant  new  costs 
on  charter  operations,  but  would 
simply  assure  that  a  reasonable  warn¬ 
ing  is  given  to  enable  participants  to 
change  plans  or  make  alternate  trans¬ 
portation  arrangements  without  last- 
minute  disruption.  ’The  requirement 
that  direct  carriers  notify  charter  op¬ 
erators  of  cancellation  at  least  30  days 
before  departure  would  likewise  allow 
the  operator  15  days  to  secime  an  al¬ 
ternate  booking  before  having  to 
inform  participants  of  the  cancella¬ 
tion. 

We  recognize,  of  course,  that  It 
would  be  unwise  to  impose  a  “consum¬ 
er  protection’’  requirement  that  is  so 
burdensome  on  the  charter  industry 
that  it  limits  unduly  the  price/service 
options  available  to  charter  travelers. 
We  recognize  fmther  that  many  exist¬ 
ing  tariff  provisions  and  service  fea¬ 
tures  applying  to  schediiled  services 
impose  uncertainty  on  travelers  in 
return  for  lower  rates.  If  our  tentative 
assessment  of  the  costs  of  the  pro¬ 
posed  notice  rules  is  incorrect— and 


"Such  cancellation  fees  commonly  in¬ 
crease  on  the  30th  or  15th  day  before  depar¬ 
ture.  See,  for  example,  charter  cancellation 
tariffs  of  Trans  World  Airlines  (Charter 
Tariff  No.  CH-3,  8th  revised  page  17-E)  and 
Pan  American  World  Airways  (Charter 
’Tariff  No.  CH-6.  22nd  revised  page  5-B). 


significant  cost  savings  are  possible  by 
offering  a  charter  which  may  be  can- 
(^led  up  to  the  last  moment— then  it 
may  be  preferable  for  the  Board  not 
to  plac«  any  restriction  on  the  time  of 
cancellation  but  instead  to  require 
only  full  and  clear  disclosure  of  the 
operator’s  cancellation  policy,  and 
allow  participants  to  select  whatever 
charter  offerings  best  suit  their  needs 
for  price  and  certainty  of  travel.*^ 
Therefore,  we  specifically  solicit  com¬ 
ment  on  the  costs  and  benefits  to  con¬ 
sumers  from  our  proposed  notice  rules 
and  any  suggested  alternatives,  such 
as  the  one  above. 

With  regard  to  the  question  of  pas¬ 
senger  substitutions,  we  are  proposing 
to  require  charter  operators  to  refund 
the  monies  of  a  canceling  participant 
(less  any  administrative  fee)  whenever 
the  participant  provides  the  operator 
or  its  sales  agent  with  a  substitute." 
This  right  of  self-substitution  appears 
to  be  fair  to  both  participants  and  op¬ 
erators.  The  canceling  passenger 
would  be  relieved  of  his  contractual 
obligations  only  upon  finding  another 
person  willing  to  imdertake  them,  and 
the  operator  could  not  complain  that  a 
potential  new  sale  was  lost,  since  the 
participant  rather  than  the  operator 
made  the  effort  to  find  the  new  pas¬ 
senger. 

We  re(x>gnize.  however,  that  the  self- 
substitution  procedure  will  be  of  no 
value  to  participants  who  cannot 
secure  substitues,  and  we  invite  sug¬ 
gestions  for  additional  remedies.  Com¬ 
ment  Is  specifically  solicited  on  the 
following  two  possibilities:  (1)  Imposi¬ 
tion  of  a  ceiling,  e.g.  $50,  on  the  fee 
charged  canceling  participants:  and  (2) 
increasing  the  allowable  administra¬ 
tive  fee  for  effecting  substitutions 
from  $25  to  $50.  In  the  past  the  Board 
has  refrained  from  imp>osing  a  ceiling 
on  passenger  cancellation  penalties 
largely  because  the  lengthy  charter 
advance-purchase  requirement  then 
applicable  would  have  inhibited  resale 
of  canceled  seats;  under  those  circum¬ 
stances  a  regvilatory  limit  on  cancella¬ 
tion  fees  might  have  placed  an  undue 
business  risk  on  the  operator,  leading 
to  increased  charter  prices  for  all  par¬ 
ticipates.  If  the  advance-purchase  re¬ 
quirement  were  eliminated,  however,  a 


*'We  note  that  our  proposal  to  allow 
greater  discount  pricing  In  selling  charters 
may  provide  charter  operators  with  another 
method  to  attract  the  price-conscious,  risk¬ 
taking  traveler.  The  operator  could  offer 
“conditional”  or  “standby”  seats  at  reduced 
prices,  so  that  buyers  would  voluntarily 
accept  a  greater  risk  of  being  denied  board¬ 
ing  in  exchange  for  the  lower  price. 

"The  participant  would  be  entitled  to  a 
refund  whether  or  not  the  operator  chose  to 
accept  the  substitute  participant.  In  addi¬ 
tion,  the  participant’s  right  to  refunds  in 
the  event  of  a  substitution  arranged  by  the 
operator  would  remain  unchanged. 


maximtim  cancellation  fee  might  not 
have  those  undesirable  conse¬ 
quences.  “  An  increase  in  the  substitu¬ 
tion  fee  would  follow  a  different  ap¬ 
proach  to  the  question  of  passenger 
cancellations,  by  increasing  the  opera¬ 
tor’s  incentive  to  arrange  substitu¬ 
tions.  In  addressing  either  of  these  al¬ 
ternatives,  however,  it  should  also  be 
borne  in  mind  that  trip  cancellation 
insurance  will  continue  to  be  available 
to  charier  participants,  and  passenger 
cancellations  might  well  decrease 
under  the  new  rules,  since  charter 
bookings  could  be  made  closer  to  de¬ 
parture  dates. 

Discount  Pricing  on  Charters 

A  number  of  charter  operators  have 
re<»ntly  sought  to  offer  reduced  ABC 
prices  for  children.  Although  the  spe¬ 
cific  issue  of  differential  pricing  did 
not  arise  when  the  ABC  rule  was 
adopted,  the  Board  did  include  in  the 
rule  a  provision  that 

[wlhere  the  contract  is  for  air  transporta¬ 
tion  only,  or  where  each  charter  participant 
receives,  or  is  eligible  to  receive,  the  same 
ground  accommodations  and  services,  the 
contract  between  the  charter  operator  and 
the  charter  participants  shaU  be  the 
same  .  .  .  .“ 

The  purpose  of  that  provision  is  to 
prohibit  discrimination  in  the  sale  of 
ABC’s,  and  the  staff  has  correctly  in¬ 
terpreted  it  to  preclude  the  offering  of 
discounts  to  children. " 

’The  charter  operators  who  have  re¬ 
quested  authority  to  offer  children’s 
discounts  may  be  corre(^  in  asserting 
that  the  unavailability  of  those  dis¬ 
counts  has  discouraged  some  families 
from  traveling  on  ABC’s,  especially  in 
view  of  the  fact  that  special  rates  for 
children  are  available  on  some  of  the 
fares  with  which  ABC’s  compete,  e.g. 
Super-Saver  and  Super-Apex.  Chil¬ 
dren’s  discounts  have  always  been  per¬ 
mitted  on  OTC’8  and  ITC’s  by  virtue 
of  the  minimum  pricing  schemes  for 
those  charters,"  and  we  now  believe 
our  policy  should  be  changed  to 
permit  similar  discoimt  pricing  for  this 
new  liberalized  charter. 

We  are  also  taking  this  opportunity 
to  reexamine  the  regulatory  approach 
to  charter  discoimt  pricing  generally. 
We  tentatively  believe  that  no  restric- 


"The  Board  recently  suspended  a  dis¬ 
count  scheduled  fare  because  of  its  high 
cancellation  lees;  the  suspension  was  vacat¬ 
ed  when  the  cancellation  provision  was 
modified.  Order  78-1-133,  January  31.  1978. 

"14  cm  1 371.30. 

"See,  for  example,  the  November  7,  1977 
letter  from  Acting  General  Counsel  Gary  J. 
Edles  to  Mr.  Howard  S.  Boros  on  this  sub¬ 
ject. 

"See  14  CFR  378.2(bK4)  and 
S78a.lO(gK2). 
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tion  should  be  imposed  on  charter 
pricing  other  than  the  prohibition  in 
the  Federal  Aviation  Act  against 
“unjust  discrimination,”*  and  we  are 
proposing  to  amend  14  CFR  371.30  ac¬ 
cordingly.  It  may  well  be  that  innova¬ 
tive  discount  pricing  by  charter  opera¬ 
tors— within  the  statutory  limits— will 
promote  a  healthy  competition  in  the 
charter  industry  and  provide  a  wider 
selection  of  travel  opportunities  to 
pricg-sensitive  charter  travelers.  More¬ 
over,  since  we  do  not  regulate  the  level 
of  charter  prices— leaving  that  regula¬ 
tion  instead  to  the  competitive 
market— there  seems  to  be  little 
reason  for  detailed  regulation  of  their 
structure.  A  charter  operator  that 
offers  discounts  freely— for  example  to 
children— will,  other  things  being 
equal,  be  forced  to  charge  somewhat 
higher  "full  fares.”  In  the  presence  of 
competition  for  the  patronage  of 
price-conscious  travelers,  that  opera¬ 
tor  will  have  strong  incentives  not  to 
overdo  such  offers,  and  the  payers  of 
full  charter  fares  will  have  other 
charter  operators  to  turn  to  if  the 
non-discounted  prices  of  a  particular 
operator  are  driven  too  high  by  the 
oher  of  large  numbers  of  discounts.  At 
any  rate,  we  specifically  invite  com¬ 
ment  on  the  economic  and  legal  con¬ 
siderations  of  this  proposal. 


IV 

In  the  past  few  years,  as  the  Board 
has  authorized  new  types  of  charters  * 
it  has  also  come  to  recognize  the  im¬ 
portance  of  eventually  simplifying  its 
charter  regime.  A  less  complicated  and 
duplicative  regulatory  system  should 
lead  to  a  better  imderstanding  of 
charter  regtilations  by  the  industry 
and  the  traveling  public,  and  would 
simplify  the  Board’s  administration 
and  enforcement  of  those  regulations. 
Of  course,  the  Board  also  recognizes 
that  any  simplification  of  the  charter 
rules  should  be  made  in  a  manner 
which  will  not  diminish  the  availabil¬ 
ity  of  charter  travel  to  any  segment  of 
the  public. 


"Section  404(b)  of  the  Federal  Aviation 
Act  of  1958,  as  amended.  This  provision  has 
explicitly  been  made  applicable  to  charter 
operators  in  14  CFR  371.26. 

"There  are  now  seven  types  of  “Special 
Regulation”  passenger  charters,  ta,  those 
which  may  be  sold  only  by  Indirect  air  carri¬ 
ers  independent  from  the  direct  carrier;  the 
Advance  Booking  Charter,  Overseas  Mili¬ 
tary  Personnel  Charter.  Travel  Group 
Charter.  Study  Group  Charter,  Inclusive 
Tour  Charter,  One-stop-inclusive  Tour 
Charter,  and  Special  Event  Charter.  See  14 
CFR  Parts  371,  372.  372a.  373,  378  and  378a. 
respectively.  In  addition,  three  types  of 
“General  Regulation”  charters  may  be  oper¬ 
ated  by  persons  or  organizations  not  consid¬ 
ered  to  be  engaged  in  air  transportation; 
The  pro  rata  or  affinity  charter,  single 
entity  charter,  and  “mixed”  charter.  See  14 
CFR  Parts  207,  208,  212,  and  214. 


If  we  ultimately  adopt  the  Public 
Charter  rule  as  proposed,  many  of  the 
existing,  more  restrictive  charter  types 
would  become  imnecessary  and  could 
be  eliminated  without  diminishing  the 
opportunities  for  charter  travel. 
Therefore,  in  the  interest  of  simplifi¬ 
cation,  we  are  proposing  to  eliminate 
the  Inclusive  Tour  Charter,  Travel 
Group  Charter,  Study  Group  Charter, 
One-stop-inclusive  Tour  Charter,  Spe¬ 
cial  Event  Charter,  Advance  Booking 
Charter,  and  affinity  group  charter 
rules.**  Retention  of  the  ITC,  TGC, 
OTC,  and  ABC  rules  would  clearly  be 
anomalous  since  the  Public  Charter— 
whether  sold  as  an  air-only  service  or 
as  part  of  a  “tour  package”— would  be 
less  restrictive  than  those  charters  in 
every  essential  respect.  The  distinctive 
characteristics  of  the  SGC  rule— that 
educational  institutions  operating 
charters  for  foreign  study  programs 
need  not  comply  with  the  normal 
bonding,  contract,  and  prospectus  reg¬ 
ulations— would  be  retained  by  incor¬ 
porating  a  simplified  exception  into 
the  Public  Charter  rule  (see  proposed 
§§  371.2  and  371.15).  An  exception 
would  also  be  made  for  charters  to 
“special  events”  (proposed  §  371.16)  to 
allow  sales  to  begin  before  the  expira¬ 
tion  of  the  15-day  premarketing  review 
periods  in  cases  where  the  charter 
cannot  be  organized  soon  enough  to 
comply  with  normal  filing  procedures; 
thus  the  oniy  remaining  advantage  to 
charter  operators  of  the  present  SEC 
rule  would  be  incorporated  into  the 
Public  Charter  rule. 

The  affinity  group  charter  rules 
have  long  been  recognized  as  unsatis¬ 
factory,  for  two  major  reasons.  First, 
eiigibiiity  for  affinity  charters  is  both 
arbitrary  and  discriminatory,  in  that 
only  “bona  fide”  members  of  charter¬ 
worthy  organizations  are  lawfully  per¬ 
mitted  to  participate.  Thus,  until  the 
recent  development  of  viable  public  al¬ 
ternatives,  the  great  majority  of  trav¬ 
elers,  who  were  not  members  of  orga¬ 
nizations  that  offered  charter  pro¬ 
grams.  were  virtually  excluded  from 
charter  transportation. 

Second,  the  affinity  rules  have 
proven  inherently  difficult  to  enforce 
and  injurious  to  participants  on  many 
occasions.  Organizers  of  affinity 
charters  are  subject  to  none  of  the 
consumer  protection  requirements  of 
the  public-sale  charters:  the  charterer 
is  not  required  to  enter  into  contracts 
with  participants  setting  forth  various 
rights  and  liabilities  of  the  parties, 
and  the  money  paid  by  affinity  partici¬ 
pants  is  not  protected  by  surety  bond/ 


*'We  would  permit  operation  of  any  ITC, 
TOC,  SGC,  OTC,  or  ABC  pursuant  to  a  pro¬ 
spectus  filed  before  the  effective  date  of 
final  rules  in  this  proceeding.  We  would 
allow  operation  of  affinity  charters  pursu¬ 
ant  to  contracts  executed  and  filed  with  the 
Board  by  that  same  date,  but  only  until  De¬ 
cember  31,  1978. 


escrow  account  arrangements.  More¬ 
over,  the  affinity  membership  rules 
are  rather  easily  evaded,  by  either  fal¬ 
sifying  documents  or  simply  ignoring 
Board  regulations.  As  a  result  the  af¬ 
finity  charter  has  often  been  em¬ 
ployed  as  a  subterfuge  for  the  sale  of 
charter  transportation  to  the  general 
public  without  the  financial  security 
and  consumer  protection  required  by 
the  Board’s  public  charter  regulations. 
This  climate  of  abuse  and  illegality  in 
the  marketing  of  affinity  charters  has 
led  to  a  long  history  of  insolvencies, 
misallocation  of  customers’  deposits, 
and  strandings  of  passengers  abroad.  ** 

Despite  the  well-known  problems  of 
these  charters,  the  Board  has  reluc¬ 
tantly  tolerated  the  affinity  rules  for 
lack  of  a  proven  alternative  form  of 
charter  open  to  the  general  public. 
Since  affinity  charters  are  relatively 
unrestricted— one-way  travel  is  permit¬ 
ted,  and  there  are  no  requirements  for 
advance  jsayment,  tour  purchase,  or 
minimum  length  of  stay— it  was  feared 
that  their  premature  elimination 
might  diminish  the  availability  of 
charter  service.  After  the  adoption  of 
the  ABC  and  OTC  rules,  however,  af¬ 
finity  traffic  declined  sharply,  even 
before  the  recent  liberali^tion  of 
those  rules.  Under  the  further  liberal¬ 
ization  proposed  here,  the  basic  Public 
Charter  travel  conditions  would  match 
those  of  affinities,  so  that  abolition  of 
the  affinity  charters  would  not  reduce 
the  opportimity  for  charter  travel  by 
any  segment  of  the  public.  At  the 
same  time,  charter  participants,  in¬ 
cluding  members  of  affinity  organiza¬ 
tions,  could  travel  with  the  knowledge 
that  their  funds  and  travel  arrange¬ 
ments  are  protected  by  more  strin¬ 
gent.  effective  and  enforceable  re¬ 
quirements.  ** 

We  must  emphasize,  that,  by  elimi¬ 
nating  the  affinity  charter  rules,  we 
do  not  intend  to  foreclose  members  of 
any  groups  or  organizations  from 
access  to  low-cost  charter  service. 
While  we  expect  that  the  liberalized 
Public  Charter  rule  will  afford  ample 
opportunity  for  the  vast  majority  of 
the  traveiing  public  to  participate  in 
economical  charter  transportation, 
there  may  be  some  small,  closely  knit 
groups  for  which  compliance  with  the 
Public  Charter’s  consumer  protection 
provisions  is  both  difficult  and  unnec- 


"See,  for  example,  C.A.B.  v.  Carefree 
Travel,  Inc.,  513  F.  2d  375  (2d  CIr.  1975)  and 
Travel  Agents  Registration,  S.  Rep.  No.  93- 
458  (Senate  Committee  on  Commerce).  93rd 
Cong.,  1st  Sess.  4-6  (1973). 

"As  a  technical  matter,  elimination  of  the 
affinity  rules  would  also  entail  elimination 
of  the  “mixed”  charter,  which  is  essentially 
the  same  as  the  affinity  charter  except  that 
the  chartering  organization  or  other  entity 
bears  part  of  the  charter  cost.  Such  charters 
are  rarely  operated,  and  many  of  those  are 
authorized  by  waiver. 
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essary.  Therefore,  the  Board  would 
consider  granting  waivers  of  the 
Public  Charter’s  prospectus,  bonding, 
and  contract  requirements  upon  a 
showing  of  special  circumstances,  such 
as  the  hardship  or  Infeasibility  of  op¬ 
erating  a  charter  by  any  other 
means.  **  We  also  invite  comment  and 
siiggestions  from  the  public  on  any 
other  means  of  insuring  that  the  avail¬ 
ability  of  charter  service  is  not  denied 
to  any  members  of  the  traveling  public 
imder  our  new  rules. 

V 

Since  the  proliferation  of  discount 
scheduled  fares  began  several  months 
ago.  the  Board  has  received  several  pe¬ 
titions  for  rulemaking  from  charter 
operators  and  supplemental  carriers 
seeking  relaxation  of  various  restric¬ 
tions  in  our  charter  rules  and  authori¬ 
zation  of  new  types  of  charters.  The 
Board  announced  in  the  interim  rule- 
making  that  the  petitions  would  be  ad¬ 
dressed  in  this  proceeding,  so  that 
they  could  be  considered  simulta¬ 
neously  and  in  the  context  of  a  long- 
range  reformation  of  the  charter  regu¬ 
lations. 

The  following  petitions  were  fOed: 

In  Docket  31048,  by  petition  filed 
Jvme  27. 1977,  Nationwide  Leisure  Cor¬ 
poration  seeks  amendment  of  the  ABC 
rule  to  permit  the  sale  of  40  to  80  ABC 
seats  within  six  hours  of  departure  on 
international  charter  flights. 

In  Docket  31092,  by  petition  filed 
July  6,  1977,  Trans  International  Air¬ 
lines  seeks  amendment  of  the  ABC, 
OTC,  and  ITC  rules  to  permit  charter 
operators  to  make  one-way  fill-up  sales 
up  to  40  percent  of  aircraft  capacity. 

In  Docket  31176,  by  petition  filed 
July  22,  1977,  The  Educational  Coop¬ 
erative  seeks  adoption  of  a  new 
charter  rule  authorizing  “Internation¬ 
al  Studmt  Charters,”  which  would  be 
operated  on  a  one-way  basis  without 
mandatory  advance  booking,  and  for 
which  <mly  full-time  stud«its  up  to 
the  age  of  30,  and  their  spouses,  de¬ 
pendent  children,  and  group  leaders 
would  be  eligible. 

In  Docket  31313,  by  petition  filed 
August  24,  1977,  Duncan  Tours,  Inc., 
seeks  reducti<m  of  the  ABC  ad\'ance- 
purchase  requirement  to  7  days  for 
non-Ekmopean  ABC’s. 

In  Docket  31317,  by  petition  dated 
Agust  26,  1977,  three  member  carriers 
(Overseas  National  Airways,  Trans  In¬ 
ternational  Airlines,  and  World 
Airway)  of  the  Natkmal  Air  Carrier 
Association  seek  amendment  of  the 


**  We  do  not.  by  this  statemnit.  intend  to 
allow  all  affinity-type  organizations  to  oper¬ 
ate  “affinity”  charters  in  the  fuUne.  A 
waiver  of  the  ctmsumer  protection  provl- 
rtons  of  the  Public  Charter  rule  would  be 
made  only  where  special  or  unusual  circum¬ 
stances  warrant  a  departure  from  the 
normal  provisions  and  a  waiver  is  in  the 
public  interest.  See  14  CFR  $  371.S. 


ABC  rule  to  permit  one-way  ABC’s,  to 
reduce  the  advance-purchase  require¬ 
ment  to  15  days,  to  allow  substitutions 
and  fill-up  sales  of  25  percent  of  the 
seats  chartered,  and  to  reduce  the 
minimum  group  size  on  transatlantic 
ABC’s  to  10  seats. 

In  Docket  31325,  by  petition  filed 
August  30.  1977,  the  Council  on  Inter¬ 
national  Educational  Exchange  seeks 
adoption  of  a  new  regulation  establish¬ 
ing  a  “Student/Teacher  advance-book¬ 
ing  charter.”  which  would  be  subject 
to  a  15-day  advance-purchase  require¬ 
ment,  could  be  operated  on  a  one-way 
or  round-trip  basis,  and  for  which  only 
full-time  students,  teachers,  and  their 
immediate  families  would  be  eligible. 

In  Docket  31399,  by  petition  filed 
September  15,  1977,  the  Council  on  In¬ 
ternational  Educational  Exchange 
seeks  amendment  of  the  Study  Group 
Charter  rule  to  reduce  the  minimum 
group  size  to  10  seats. 

In  Docket  31475,  by  petition  filed 
October  4,  1977,  Air  Charter  Tour  Op¬ 
erators  of  America  seeks  authority  to 
operate  an  "Air  Charter”  in  certain 
transatlantic  markets,  which  would 
consist  of  a  chartering  of  the  entire  ca¬ 
pacity  of  an  aircraft  and  would  have 
no  requirements  for  advance  purchase 
of  seats,  ground  arrangements,  mini¬ 
mum  price,  minimum  stay,  or  round- 
trip  travel. 

In  Docket  31483,  by  petition  filed 
October  5,  1977,  Nationwide  Leisure 
Corporation  seeks  amendment  of  the 
OTC  rule  to  allow  the  sale  of  OTC 
seats  at  a  30  percent  discount  to  OTC 
participants  who  await  oonfirmaticn 
of  reservations  until  72  hours  before 
departure. 

The  Board  has  carefully  considered 
each  of  the  rulemaking  petitions  and 
aU  responsive  pleadings.  We  have  de¬ 
termined  to  dc^  the  relief  requested 
in  the  petitkms  except  to  the  extent 
consistent  with  the  rules  w'e  are  now 
proposing,”  Many  of  the  petitioners' 
requests  have  been  mooted  by  the  in¬ 
terim  rules,  and  most  other  requests 
would  be  granted  by  adoption  of  the 
rules  now  proposed.  With  regard  to 
the  two  petitions  for  establishment  of 
special  charter  types  for  students  and 
teachers,  we  believe  that  the  travel 
needs  of  those  persons  can  be  met 
amply  by  charters  operating  under  the 
liberaiizi^  rules  proposed  in  this 
notice.  Therefore  we  find  no  compel¬ 
ling  reason  to  authorize  new  forms  of 
charters  which  would  be  made  avail¬ 
able  only  to  certain  limited  groups,  es¬ 
pecially  in  view  of  our  determination 
to  simplify  the  charter  regulatory 
scheme. 

Finally,  the  Board  is  announcing 
that  it  will  adopt  final  rules  in  this 
proceeding  by  July  25,  1978.  The  earli- 


**Therefore,  this  notice  terminates  Dock- 
eU  3104B,  31092,  31176.  31313,  31317.  31325, 
31399,  31475.  and  31483. 


er  completion  date  of  March  23.  1978, 
announced  in  Order  77-11-126,  No¬ 
vember  23,  1977.  was  set  before  the  in¬ 
terim  charter  liberalization  was  com¬ 
pleted  and  the  scope  of  this  proceed¬ 
ing  was  determined.  Because  of  the 
breadth  of  this  rulemaking,  and  the 
importance  of  obtaining  public  com¬ 
ment  on  these  issues,  it  is  necessary  to 
extend  the  commitment  date.  Because 
of  the  importance  of  completing  this 
proceeding  without  unnecessary  delay, 
however,  the  Board  does  not  expert  to 
grant  requests  for  extension  of  the 
public  comment  periods. 

O’Melia,  Member,  Corcurrimg 

I  concur  with  the  decision  to  issue 
this  Notice  of  Proposed  Rulemaking, 
but  I  cannot  commit  myself  to  the  ten¬ 
tative  findings  embodied  in  it  until  I 
have  had  an  opportunity  to  review  the 
comments.  Moreover,  I  believe  several 
caveats  should  be  voiced  at  this  time. 

First,  the  Board’s  obligation  to 
Insure  the  integrity  of  scheduled  ser¬ 
vice  is  one  that  cannot  be  taken  light¬ 
ly.  The  distinguishizig  features  ad¬ 
duced  as  adequate  to  s^sarate  charter 
from  scheduled  service  are  probably 
very  close  to  the  irreducible  minimum. 
I  certainly  hope  tliat  in  our  efforts  to 
achieve  a  progres;tive  program  of 
charter  liberalization  we  have  fulfilled 
our  statutory  duty  to  maintain  that 
distinction.  Careful  attention  must  be 
given  to  the  comments  addressing  this 
issue. 

Second,  as  I  stated  with  resp)ect  to 
SPDR-61,  we  cannot  be  unmindful  of 
the  legitimate  preoccupations  of  other 
gov  ernments.  I  continue  to  adhere  to 
my  belief  that  we  should  pursue  wher¬ 
ever  possible  agreements  based  upon 
the  charterworthiness  rules  of  the 
country  of  origin.  I  hope  that  interest¬ 
ed  foreign  governments  will  take  ad¬ 
vantage  of  the  opportunity  presented 
bv  this  Fhoposed  Notice  to  address  the 
legal  and  economic  implications  of 
these  changes.  As  w'as  tiie  case  with 
SNDR--51,  it  is  important  that  we 
make  a  point  of  inviting  comm«its 
from  foreign  countries,  particularly 
our  European  neighbors,  on  these  pro¬ 
posed  Charlies.  If  we  are  to  be  success¬ 
ful  in  promoting  opportunities  for  low 
cost  travel,  it  is  incumbent  on  us  to 
demonstrate  a  sensitivity  to  these  in¬ 
ternational  consideratioDB. 

Lastly.  I  cannot  help  but  note  that 
while  the  Board  is  proceeding  to  liber¬ 
alize  a  wide  variety  of  types  of 
charters,  it  has  not  proposed  any 
equivalent  relaxation  of  restrictions 
for  Part  372,  Overseas  Military  Per¬ 
sonnel  Charters.  I  believe  that  the 
Board  should  consider,  as  a  matter  of 
general  equity,  comparable  relief  for 
this  class  of  consumers. 

(S)  Richabp  J.  O’Melia. 

Proposes  Rule 

Accordingly,  tlie  Board  hereby  pro¬ 
poses  to  amend  14  CFR  Parts  207,  208, 
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212.  214,  371.  372a.  373.  378.  and  378a 
as  set  forth  below. 


PART  207— CHARTER  TRIPS  AND 
SPECIAL  SERVICES 

S  207.1  [Amended] 

1.  Section  207.1,  Definitions,  would 
be  amended  by  deleting  the  definitions 
of  “Charter  organization,”  “Mixed 
charter,”  and  “Pro  rata  charter.” 

§  207.9  [Amended] 

2.  Paragraphs  (a),  (c).  and  (d)  of 
S207.'9,  Records  and  record  retention, 
would  be  deleted  and  reserved. 

3.  Paragraph  (b)  of  §  207.11,  Charter 
flight  limitations,  would  be  amended 
by  deleting  and  reserving  subpara¬ 
graphs  (2),  (5),  (7),  (8),  and  (9). 

4.  Paragraph  (c)  of  §  207.11  would  be 
amended  by  deleting  and  reserving 
subparagraphs  (2),  (3).  (S).  (6).  and  (7). 
and  by  revising  the  proviso  following 
subparagraph  (8)  to  read  as  follows: 

5  207.11  Charter  flight  limitations. 

•  •  •  •  «  * 

(c)  •  •  • 

•  •  •  «  • 

(8)  •  •  • 

Provided,  That  paragraph  (c)  shall 
not  be  construed  to  apply  to  move¬ 
ments  of  property. 

§  207.13  [Amended] 

5.  Paragraph  (c)  of  §  207.13,  Terms  of 
service,  would  be  deleted. 

§  207.15  LReserved] 

6.  Section  207.15,  Payments,  gratu¬ 
ities,  and  donations,  would  be  deleted 
and  reserved. 

§  207.16  [Amended] 

7.  Paragraph  (b)  of  §  207.16,  Wdircr, 
would  be  deleted. 

Subpart  B  (§§  207.20—207.47)  [Reserved] 

8.  Subpart  B,  Provisions  Relating  to 
Pro  Rata  Charters,  would  be  deleted 
and  reserved. 

Subpart  D  CS  207.60)  [Deleted] 

9.  Subpart  D,  Provisions  Relating  to 
Mixed  Charters,  would  be  deleted. 

Statement  of  Supporting  Information 
[Amended] 

10.  Part  II  of  the  Statement  of  Sup¬ 
porting  Information  would  be  deleted. 
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PART  208— TERMS,  CONDITIONS, 

AND  LIMITATIONS  OF  CERTIFICATE 
TO  ENGAGE  IN  SUPPLEMENTAL 
AIR  TRANSPORTATION 

$208.13  [Amended] 

1.  Section  208.3,  Definitions,  would 
be  amended  by  deleting  and  reserving 
paragraphs  (h),  (J),  and  (n). 

$  208.3a  [Amended] 

2.  Paragraph  (b)  of  §  208.3a,  Waiver, 
would  be  deleted. 

§  208.4  [Reserved] 

3.  Section  208.4,  Particular  records, 
would  be  deleted  and  reserved. 

4.  Paragraph  (b)  of  §208.6,  Charter 
flight  limitations,  would  be  amended 
by  deleting  and  reserving  subpara¬ 
graphs  (2),  (4),  (5),  (7),  and  (8). 

5.  Paragraph  (c)  of  §  208.6  would  be 
amended  by  deleting  and  reserving 
subparagraphs  (2),  (3).  (4),  (6),  and  (7), 
and  by  revising  the  proviso  following 
subparagraph  (8)  to  read  as  follows: 

$  208.6  Charter  flight  limitations. 

•  •  *  •  • 

(c)  •  •  • 

•  •  *  •  * 

(8)  •  •  • 

Provided,  That  paragraph  (c)  shall 
not  be  construed  to  apply  to  move¬ 
ments  of  property. 

§  208.32  [Amended] 

6.  Paragraph  (f)  of  §208.32,  Tariffs 
and  terms  of  service,  would  be  deleted. 

§  208.35  [Reserved] 

7.  Section  208.35,  Payments,  gratu¬ 
ities,  and  donations,  would  be  deleted 
and  reserved. 

Subpart  C  (§§208.200—208.217)  [Re¬ 
served] 

8.  Subpart  C,  Provisions  Relating  to 
Pro  Rata  Charters,  would  be  deleted 
and  reserved. 

Supbart  E  (§  208.400)  [Deleted] 

9.  Subpart  E,  Provisions  Relating  to 
Mixed  Charters,  would  be  deleted. 

Statement  of  Sup'porting  Information 
[Amended] 

10.  Part  II  of  the  Statement  of  Sup¬ 
porting  Information  would  be  deleted. 


PART  212— CHARTER  TRIPS  BY 
FOREIGN  AIR  CARRIERS 

§  212.1  [Amended] 

1.  Section  212.1,  Definitions,  would 
be  amended  by  deleting  the  definitions 
of  “Charter  organization,”  “Inclusive 
tour  charter  trip,”  “Mixed  charter,” 
and  “Pro  rata  charter.” 


11223 

§  212.7  [Amended] 

2.  Paragraph  (a)  of  §212.7,  Records 
and  record  retention,  would  be  amend¬ 
ed  by  deleting  subparagraphs  (3),  (4), 
and  (5). 

3.  The  proviso  following  paragraph 
(b)  of  §  212.7  would  be  deleted. 

4.  Paragraph  (a)  of  §212.8,  Charter 
flight  limitations,  would  be  amended 
by  deleting  and  reserving  subpara¬ 
graphs  (2),  (5),  (7),  (8),  and  (9). 

5.  Paragraph  (b)  of  §  212.8  would  be 
amended  by  deleting  and  reserving 
subparagraphs  (2).  (3),  (5),  (6),  and  (7). 
and  by  revising  the  proviso  following 
subparagraph  (8)  to  read  as  follows: 

§  212.8  Charter  flight  limitations. 

m  m  0  •  m 

(b)  •  •  • 

m  m  m  m  m 

Provided,  That  paragraph  (b)  shall 
not  be  construed  to  apply  to  move¬ 
ments  of  property. 

§  212.10  [Amended] 

6.  Paragraph  (c)  of  §  212.10,  Terms  of 
service,  would  be  deleted. 

§  212.12  [Reserved] 

7.  Section  212.12,  Payments,  gratu¬ 
ities,  and  donations,  would  be  deleted 
and  reserved. 

§  212.13  [Amended] 

8.  Paragraph  (b)  of  §  212.13,  Waiver, 
would  be  deleted. 

Subpart  B  (§§  212.20 — 212.47)  [Reserved] 

9.  Subpart  B,  Provisions  Relating  to 
Pro  Rata  Charters,  would  be  deleted 
and  reserved. 

Subpart  D  (§  212.60)  [Deleted] 

10.  Subpart  D,  Provisions  Relating 
to  Mixed  Charters,  would  be  deleted. 

Statement  of  Supporting  Information 
[Amended] 

11.  Part  II  of  the  Statement  of  Sup¬ 
porting  Information  would  be  deleted. 


PART  214— TERMS,  CONDITIONS, 
AND  LIMITATIONS  OF  FOREIGN  AIR 
CARRIER  PERMITS  AUTHORIZING 
CHARTER  TRANSPORTATION  ONLY 

§  214.2  [Amended] 

1.  Section  214.2,  Definitions,  would 
be  amended  by  deletiiig  and  reserving 
paragraphs  (c),  (e),  and  (i). 

§  214.3  [Amended]  ' 

2.  Paragraph  (b)  of  §214.3,  Waiver, 
would  be  deleted. 

§  214.6  [Amended] 

3.  Paragraph  (a)  of  §214.6,  Record 
retention,  would  be  amended  by  delet- 
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ing  and  reserving  subparagraphs  <2) 
and  (5). 

§  n4.7  [Amemled] 

4.  Paragraph  (a)  of  §214.7,  Charter 
Slight  limitatioru,  would  be  ammded 
by  deleting  and  reserving  sid>para- 
graphs  <2).  (3),  <5),  and  (6). 

&  Paragraph  Cb)  of  §  214.7  would  be 
amended  by  deleting  and  reserving 
subparagraphs  (2).  (SL  <5),  and  (6), 
and  by  deleting  the  second  proviso  fol¬ 
lowing  subpcLragraph  (7X 

Subpart  A  (§§  214.10—214.37)  [Reserved] 

Q.  Subpart  A,  Prwisioru  Relating  to 
Pro  Rata  Charters,  would  be  deleted 
and  reserved. 

Subpart  C  (§  214.50)  [Deleted] 

7.  Subpart  C,  Provisions  Relating  to 
Mixed  Charters,  would  be  deleted. 

Statement  of  Supporting  Information 
[Amended] 

8.  Part  II  of  the  Statement  of  Sup¬ 
porting  Information  would  be  deleted. 

PART  371— ADVANCE  BOOKING 
CHARTERS 

1.  All  references  in  Part  371  to  the 
terms  “Advance  Booking  Charter,” 
and  "ABC”  would  be  deleted  and  re¬ 
placed  by  the  term  "Public  Charter.” 

2.  Section  371.2  would  be  amended 
by  deleting  the  definitions  of  "Ad¬ 
vance  booking  charter”  and  "Europe¬ 
an  charter,”  by  revising  the  definitions 
of  “Charter  participant”  and  "Charter 
group,”  and  by  adding  the  definitions 
of  "Iklucatlonal  Institution,”  "Foreign 
educational  institution,”  and  "Public 
Charier”  to  read  as  follows: 

§  371.2  Definitional. 

•  •  •  •  • 

“Charter  group”  means  an  aggregate 
of  persons  assembled  by  a  charter  op¬ 
erator  or  a  foreign  charter  operator 
for  the  purpose  of  participation  on  a 
single  itinerary  in  a  public  charter. 

•  •  •  •  • 

“Charter  participant”  means  a 
member  of  a  charter  group* 

•  •  •  •  • 

"Direct  air  carrier”  •  •  • 

“Educational  institution”  means  a 
bona  fide  school  or  college  which  (1) 
maintains  a  full-time  salaried  faculty 
on  a  year-round  basis;  (2)  maintains  a 
permanent  educational  plant,  includ¬ 
ing  classrooms  and  a  library;  (3)  main¬ 
tains  a  greater  enrollment  of  students 
in  noncharter  programs  than  in 
charter  programs;  (4)  receives  no  more 
than  10  percent  of  its  total  revenues 
from  payments  for  charter  flights  and 
related  ground  accommodations;  (5)  is 


empowered  to  grant  college  degrees  or 
secondary  school  diplomas  by  the  Gov¬ 
ernment  of  one  of  the  50  States,  the 
District  of  Colombia,  or  a  U.S.  terri¬ 
tory  or  possession,  and  offers  a  full 
course  of  study  meeting  all  the  re¬ 
quirements  for  such  degree  or  diplo¬ 
ma;  and  (6)  is  so  constituted  in  the  uti¬ 
lization  of  capital,  physical  plant  and 
personnel  as  to  be  primarily 'engaged 
in  the  educational  process  when 
viewed  against  all  other  activities  or 
businesses. 

"Foreign  charter  operator”  •  •  • 

"Foreign  educational  institution” 
means  an  educational  institution  lo¬ 
cated  in  a  foreign  coimtry  which  is  (1) 
empowered  to  grant  coUege  degrees  or 
secondary  school  diplomas  by  the  gov¬ 
ernment  of  that  foreign  country,  and 
(2)  operated  as  a  school  on  a  3rear- 
round  basis. 

"Itinerary”  •  •  • 

“Public  Charter”  means  a  one-way 
or  round-trip  charter  to  be  performed 
by  one  or  more  direct  air  carriers, 
which  is  arranged  and  sponsored  by  a 
charter  operator  and  which  meets  the 
requirements  set  forth  in  Subpart  B  of 
this  part. 

"Round-trip”  •  •  • 

3.  Section  371.6  would  be  revised  to 
read  as  follows: 

§  371.6  Computation  of  time. 

In  computing  any  period  of  time  pre¬ 
scribed  or  allowed  by  this  part,  the 
day  of  the  act,  event,  or  default  after 
w'hich  the  designated  period  of  time 
begins  to  run  is  not  to  be  included. 
The  last  day  of  the  period  is  to  be  in¬ 
cluded. 

4.  Section  371.10  would  be  amended 
by  deleting  and  reserving  paragraph 
(b)  and  revising  paragraph  (c)  to  read 
as  follows; 

§371.10  Public  Charter  general  require¬ 
ments. 

•  •  •  •  • 

(c)  If  the  charter  is  on  a  round-trip 
basis,  the  departing  flight  and  return¬ 
ing  flight  need  not  be  performed  by 
the  same  direct  air  carrier. 

5.  Section  371.11  would  be  revised  to 
read  as  follows; 

§  371.11  Payment  to  direct  air  carrierts) 

The  direct  air  carrierts)  shall  be  paid 
in  full  for  the  cost  of  the  one-way  or 
round-trip  charter  transportation 
prior  to  the  scheduled  date  of  flight 
departure,  as  provided  for  in  the  basic 
charter  regulations  applicable  to  the 
direct  air  carrierts)  under  Parts  207, 
208,  212,  and  214  of  this  chapter,  as 
the  case  may  be. 

6.  A  new  §  371.11a  would  be  added  as 
follows: 


§  371.11a  Cancellation  by  charter  operator 
and  notice  to  participants. 

ta)  The  charter  operator  may  not 
cancel  a  charter  for  any  reason  tin- 
cludlng  insufficient  participation) 
except  for  occurrences  entirely  beyond 
its  control  tacts  of  God,  etc.),  less  than 
15  days  before  the  scheduled  date  of 
departure  of  the  outbound  trip. 

(b)  If  the  c^iarter  operator  cancels  a 
charter,  ttie  operator  must  so  notify 
each  participant  in  writing  within  15 
days  of  the  cancellation  but  in  any 
event  no  later  than  15  days  before  de¬ 
parture  of  the  outbouiul  trip. 

7.  A  new  §  371.11b  would  be  added  as 
follows: 

§  371.11b  Cancellation  by  direct  ah’  carri¬ 
er  and  notice  lo  chaiter  operator. 

(a)  The  direct  air  carrier  may  not 
caTiCel  a  charter  for  any  reason  except 
for  circumstances  entirely  beyond  its 
control  (act  of  God,  etc.),  less  than  30 
days  before  the  scheduled  date  of  de¬ 
parture  of  the  outbound  trip. 

(b)  If  the  direct  air  carrier  cancels  a 
charter,  the  carrier  must  so  notify  the 
charter  operator  in  writing  not  later 
than  the  close  of  business  on  the  next 
business  day  but  in  any  event  no  later 
than  30  days  before  the  scheduled  de¬ 
parture  of  the  outbound  trip. 

8.  Section  371.12  would  be  redesig¬ 
nated  and  revised  to  read  as  follows: 

§  371.12  Prohibition  on  sale  of  round  trips 
with  open  returns. 

The  charter  operator  shall  not 
accept  any  participant’s  payment  for 
return  transportation  uniass  the  par¬ 
ticipant  has  specified  a  particular 
return  flight. 

9.  Section  371.14  would  be  revised  to 
read  as  foUows; 

§  371.14  Substitution  for  charter  partici¬ 
pants. 

Substitutes  may  be  arranged  for 
charter  participants  at  any  time  pre¬ 
ceding  departure.  Participants  who 
provide  the  charter  operator  or  its 
sales  agent  with  a  sutetitute  partici¬ 
pant,  or  who  are  substituted  for  by  a 
participant  found  by  the  operator, 
shall  receive  a  refund  of  all  monies 
paid  to  the  operator,  except  that  the 
operator  may  reserve  the  right  to 
retain  an  administrative  fee  not  to 
exceed  $25  for  affecting  the  substitu¬ 
tion. 

10.  A  new  §  371.15  would  be  added  as 
follows: 

§  371.15  Charters  conducted  by  education¬ 
al  institutions. 

This  section  shall  apply  only  to 
charters  conducted  by  educational  in¬ 
stitutions  for  charter  groups  com¬ 
prised  of  bona  fide  participants  in  a 
formal  academic  course  of  study  of  at 
least  4  weeks’  duratiem  that  is  oonduct- 
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ed  at  one  or  more  foreign  educational 
institutions  and  includes  a  minimum 
of  15  hours  of  classroom  instuction  per 
week.  The  charter  group  may  also  in¬ 
clude  a  student  participant’s  immedi¬ 
ate  family  (household  members  who 
are  either  married  to  or  minor  depen¬ 
dents  of  the  student  participant). 
Except  as  modified  below,  all  terms 
and  conditions  of  this  part  applicable 
to  the  operation  of  labile  Charters 
shall  apply  to  operations  under  this 
section. 

(a)  An  educational  institution  con¬ 
ducting  such  a  charter  shall  submit  to 
the  Board  (Supplementary  Services 
Division,  Bureau  of  Pricing  and  Do¬ 
mestic  Aviation)  a  statement,  signed 
by  its  president,  certifying  that  it 
meets  the  definition  of  “educational 
institution”  set  forth  in  §  371.2. 

(b)  An  educational  institution  con¬ 
ducting  such  a  charter  need  not 
comply  with  the  requirements  of 
§§  371.25,  371.28,  and  371.31. 

11.  A  new  §  371.16  would  be  added  as 
follows: 

§  371.16  Charters  for  special  events. 

This  section  shall  apply  to  charters 
that  cannot  reasonably  be  .organized 
sufficiently  far  in  advance  of  the  date 
of  a  special  event  to  be  operated  in 
compliance  with  §371.25  of  this  part. 
“Special  event”  means  a  significant 
specific  event,  including  events  of  a 
sporting,  social,  religious,  educational, 
cultural,  or  political  nature.  In  deter¬ 
mining  whether  any  given  event  shall 
be  considered  a  special  event  for  pur¬ 
poses  of  this  section,  the  Board  will 
consider,  along  with  other  relevant 
factors,  how  long  in  advance  of  the 
date  of  the  event:  the  event  was  pub¬ 
licly  known,  the  participants  in  the 
event  could  be  ascertained,  and  the 
significance  of  the  event  became  pub¬ 
licly  recognized. 

Except  as  modified  below,  all  terms 
and  conditions  of  this  part  applicable 
to  the  operation  of  Public  Charters 
shall  apply  to  operations  under  this 
section. 

(a)  The  charter  operator  shall  in¬ 
clude  with  its  prospectus  a  description 
of  the  event,  including  information 
necessary  to  determine  the  eligibility 
of  the  event. 

(b)  The  charter  group  shall  be  com¬ 
prised  solely  of  persons  having  the 
common  purpose  of  attending  the  spe¬ 
cial  event. 

(c)  The  15-day  waiting  period  speci¬ 
fied  in  §  371.25(a)(1)  of  this  part  shall 
not  apply  to  operations  under  this  sec¬ 
tion  to  the  extent  that  it  would  pro¬ 
hibit  advertising  or  sale  of  the  charter 
after  the  Board  has  notified  the 
charter  operator  that  advertising  or 
sale  may  begin. 

12.  Section  371.25  would  be  amended 
by  deleting  paragraphs  (c)  and  (d)  and 
revising  paragraph  (b)  to  read  as  fol¬ 
lows: 


§  371.25  Operating  authorization  of 
charter  operators. 

•  •  •  •  • 

(b)  Not  later  than  the  scheduled 
date  of  departure,  the  charter  opera¬ 
tor  shall  transmit  to  the  direct  air 
carriers(s)  a  statement  of  the  charter 
operator  affirming  that  each  partici¬ 
pant  has  entered  into  a  contract  with 
the  operator  as  provided  in  this  part. 

13.  Section  371.30  would  be  revised 

to  read  as  follows: 

$ 

§371.30  Contract  between  charter  opera¬ 
tor  and  charter  participants. 

Where  each  charter  participant  re¬ 
ceives,  or  is  eligible  to  receive,  the 
same  air  transportation  and  ground 
accommodations  and  services,  the  con¬ 
tract  between  the  charter  operator 
and  the  charter  participants  shall  be 
the  same,  except  that  this  paragraph 
shall  not  be  construed  to  prohibit  dif¬ 
ferences  in  charter  prices  that  are  con¬ 
sistent  with  §  371.26  of  this  part. 

Contracts  between  charter  operators 
and  charter  participants  shall  include 
provisions  specifically  stating: 

(a)  •  •  • 

(b)  •  •  • 

(c)  That  the  charter  dperator  may 
not  cancel  the  charter  less  than  15 
days  before  the  scheduled  departure 
of  the  trip,  except  for  circumstances 
entirely  beyond  the  operator’s  control, 
and  that  the  operator  must  notify 
each  participant  in  writing  within  15 
days  of  a  cancellation  but  in  any  event 
not  later  than  15  days  before  the 
scheduled  departure  date; 

(c-1)  The  right  to  refunds  in  the 
event  of  cancellation  of  the  charter 
and  the  procedure  for  obtaining  such 
refunds; 

(d)  The  right  to  refunds  in  the  event 

of  the  participant’s  change  of  plans 
and  the  procedure  for  obtaining  such 
refimds,  including  notice  that  any  par¬ 
ticipant  who  wishes  to  cancel  will  re¬ 
ceive- a  full  refund  (less  any  applicable 
administrative  fee,  not  to  exceed  $25) 
upon  providing  a  substitute  partici¬ 
pant  to  the  charter  operator  or  its 
sales  egent,  or  upon  being  substituted 
for  by  a  participant  found  by  the 
charter  operator.  ^ 

•  •  •  •  • 

14.  Subparagraph  (b)(2)(vii)  of 
§  371.31  woidd  be  revised  to  read  as  fol¬ 
lows: 

§  371.31  Surety  bond  and  depository 
agreement. 

•  •  •  •  • 

(b)  •  •  • 

(2)  •  •  • 

(vii)  The  bank  shall  maintain  a  sepa¬ 
rate  accounting  for  each  charter 
group; 


§  371.41  [Reserved] 

15.  Section  371.41,  Direct  air  carrier 
to  identify  enplanements,  would  be  de¬ 
leted  and  reserved. 

16.  Section  371.44  would  be  revised 
to  read  as  follows: 

§  371.44  Record  retention. 

A  direct  air  carrier  shall  retain  the 
information  transmitted  to  it  piusuant 
to  §  371.25  at  its  principal  office  within 
the  United  States  for  a  period  of  two 
years,  except  that  if  the  direct  air  car¬ 
rier  does  not  maintain  an  office  in  the 
United  States,  it  shall  return  the  docu¬ 
ments  transmitted  to  it  piu^uant  to 
§  371.25  to  the  Bureau  of  Enforcement 
within  7  days  of  performing  the  flight 
to  which  those  documents  pertain. 

Appendix  A  [Reserved] 

17.  Appendix  A  would  be  deleted  and 
reserved. 

Part  327a  [Deleted] 

Part  372a,  Travel  Group  Charters, 
would  be  deleted. 

Part  373  [Reserved] 

Part  373,  Study  Group  Charters  by 
Direct  Air  Carriers  and  Study  Group 
Charterers,  would  be  deleted. 

Part  378  [Reserved] 

Part  378,  Inclusive  Tour  Charters, 
would  be  deleted  and  reserved. 

Part  378a  [Deleted] 

Part  378a,  One-stop-inclusive  Tour 
Charters,  would  be  deleted. 

(Secs.  101(3),  204,  and  416  of  the  Pederal 
Aviation  Act  of  1958,  as  amended,  72  Stat. 
737,  743,  771;  49  U.S.C.  1301,  1324,  1386.) 

By  the  Civil  Aeronautics  Board: 

Phyllis  T.  Kaylor, 
Secretary. 

[FR  Doc.  78-7199  Filed  3-16-78;  8:45  am] 


[6320-01] 


[14CFR  Part  221] 

[EDR-337A;  Docket  No.  31551;  Dated 
March  9, 1978] 

CONSTRUCTION,  PUBLICATION, 
FILING  AND  POSTING  OF  TARIFFS 
OF  AIR  CARRIERS  AND  FOREIGN 
AIR  CARRIERS 

Termination  of  Rulemaking 

AGENCY:  Civil  Aeronautics  Board. 
ACTION:  Termination  of  rulemaking. 

SUMMARY:  The  Board  has  decided 
against  requiring  air  carriers  to  state 
on  all  interstate  live-animal  airbills 
that  it  is  illegal  for  carriers  to  put 
terms  and  conditions  on  shipments 
unless  those  terms  and  conditions  are 
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in  effective  tariffs  on  file  with  the 
Board. 

DATE;  March  9,  1978. 

FOR  FURTHER  INFORMATION 
CONTACT; 

John  Freeman,  Office  of  the  Gener¬ 
al  Counsel,  1825  Connecticut  Avenue 

NW.,  Washington,  D.C.  20428,  202- 

673-5792. 

SUPPLEMENTARY  INFORMATION; 
In  EDR-337  (42  FR  56621,  October  27, 
1977)  we  proposed  to  require  a  notice 
on  domestic  live-animal  ^rbills  saying 
that  it  is  illegal  for  carriers  to  put 
terms  and  conditions  on  shipments 
unless  those  terms  and  conditions  are 
in  effective  tariffs  on  file  with  the 
Board.  We  do  not  plan  to  make  that 
proposal  final,  and  we  are  terminating 
this  proceeding. 

The  airbill  notice  requirement  was 
first  suggested  in  the  initial  decision  in 
our  recent  investigation  of  the  carri¬ 
ers’  rules  and  practices  for  carrying 
live  animals.  *  Judge  Argerakis 
thought  the  notice  was  Justified  and 
desirable  because,  in  the  past,  carriers 
had  been  enforcing  various  conditions 
on  live  animal  shipments  without  in¬ 
cluding  those  conditions  in  their  tar¬ 
iffs.  Typically,  the  conditions  (e.g.,  re¬ 
fusal  to  carry  a  certain  type  or  size  of 
atilmal)  would  be  published  in  an  Un¬ 
official  reference  such  as  the  “Air 
Cargo  Guide,”  and  would  escape 
Board  scrutiny. 

The  above  problem  had  previously 
come  to  our  attention  in  an  investiga¬ 
tion  of  premium  rates  for  live  animals 
and  birds.*  In  that  case,  the  Board 
found  certain  tariff  rules  unlawful, 
and  in  addition  we  ordered  the  carriers 
to  comply  fully  with  tariff-filing  re¬ 
quirements.  As  a  result,  the  carriers 
filed  a  number  of  live-animal  rules 
that  had  not  previously  been  in  their 
tariffs,  and,  after  complaints  from  var¬ 
ious  shippers,  the  Board  investigated 
those  rules.* 

After  the  hearing  closed  and  briefs 
were  filed.  Judge  Argerakis  concluded 
that  there  is  no  positive  way  to  deter¬ 
mine  that  the  carriers  have  discontin¬ 
ued  burdening  shippers  and  commerce 
with  terms  and  conditions  of  ship¬ 
ments  that  are  not  included  in  validly 
filed  tariffs.  I.D.,  pp.  23-24.  He  cited 
two  contemporaneoiis  examples  where 
the  Air  Cargo  Guide  Supplement  con¬ 
tained  extra-tariff  restrictions  on  ship¬ 
ping  various  animals,  and  he  decided 
affirmative  steps  were  necessary  to 


’“Rules  and  Practices  Relating  to  the  Ac¬ 
ceptance  and  Carriage  of  Live  Animals  in 
Domestic  Air  Freight  Transportation," 
Docket  26310,  Initial  Decision  of  Adminis¬ 
trative  Law  Judge  Alexander  N.  Argerakis, 
issued  February  7, 1977. 

*  “Investigation  of  the  Premium  Rates  for 
Live  Animals  and  Birds,"  Docket  21474; 
Orders  73-6-103,  73-8-68. 

•Orders  74-1-79;  74-7-26. 


obtain  compliance  with  the  tariff 
filing  requirements  of  the  Act  and  the 
Board’s  regulations. 

On  review  of  the  initial  decision,  the 
Board  tentatively  agreed  with  the 
judge  that  an  airbill  notice  was  neces¬ 
sary,  and  we  instituted  this  rulemak¬ 
ing  to  allow  interested  persons  to  com¬ 
ment  on  the  issues.  All  of  the  com¬ 
ments  oppose  the  proposed  notice.* 
They  raise  several  distinct  objections 
to  it;  (1)  The  notice  is  unnecessary  be¬ 
cause  it  addresses  a  practice  the  Board 
has  already  prohibited;  (2)  the  notice 
duplicates  language  already  on  the 
waybill  stating  that  applicable  tariffs 
govern  the  shipper/carrier  relation¬ 
ship;  (3)  there  is  no  reason  to  believe 
that  the  practice  at  issue  continues; 
(4)  even  if  that  practice  does  continue, 
the  proposed  rule  would  effectively  re¬ 
quire  a  notice  on  all  waybills  (because 
it  is  not  practical  to  have  different 
waybills  for  animal  and  nonanimal 
shipments),  and  there  is  no  predicate 
for  requiring  a  notice  on  nonanimal 
waybills;  (5)  the  notice  will  not  be  ef¬ 
fective  because  it  will  be  lost  among 
other  items  and  because  the  inexperi¬ 
enced  shipper  who  needs  the  informa¬ 
tion  will  probably  be  turned  away  on 
the  phone  without  seeing  an  airbill; 
and  (6)  the  notice  c-.uld  raise  the  cost 
of  shipping  animals.  As  an  alternative 
the  comments  suggest  case-by-case  en¬ 
forcement  of  the  tariff  filing  require¬ 
ment  or  freight  station  signs. 

While  we  do  not  necessarily  agree 
with  all  of  the  objections  cited  above, 
we  do  conclude  that  the  proposed  way¬ 
bill  notice  could  cause  expense  and 
confusion  that  outweigh  any  potential 
benefits  it  might  have.  We  are  skepti¬ 
cal  of  the  benefits  for  seve.  reasons. 
First,  several  years  have  passed  since 
the  practice  at  issue  was  first  docu¬ 
mented,  and,  now  that  the  legality  of 
various  acceptance  practices  for  live 
animal  shipments  has  been  resolved  in 
Docket  26310  and  in  United  States  De¬ 
partment  of  Agriculture  proceedings, 
the  carriers  are  more  certain  about 
the  content  and  scope  of  the  rules 
that  must  be  in  their  tariffs.  There¬ 
fore,  there  is  less  reason  for  them  to 
continue  to  impose  imofficial  restric¬ 
tions  outside  the  tariff-filing  proce¬ 
dure.  The  more  time  passes  since  the 
carries  made  a  regular  practice  of  im¬ 
posing  unofficial  restrictions,  the  less 
the  need  for  the  proposed  remedial 
action. 

Second,  the  existing  airbill  is  clut¬ 
tered  with  a  variety  of  information. 
Each  additional  notice  detracts  from 
the  effect  of  other  Information,  and 
we  must  balance  the  benefit  from  the 
notice  against  that  effect.  This  is  par- 


•Comments  were  filed  by:  The  Air  Freight 
Forwarders  Association;  American  Airlines; 
Delta  Air  Lines;  Flying  Tiger  Line;  North¬ 
west  Airlines;  Trans  International  Airlines; 
Trans  World  Airlines;  Pet  Industry  Parties; 
Piedmont;  and  Primate  Imports  Corp. 


ticularly  important  if,  as  some  carriers 
suggest,  economic  factors  dictate  a 
single  airbill  for  all  shipments,  and  the 
alleged  benefits  from  the  required 
notice  are  directed  solely  to  animal 
shippers. ' 

finally,  we  are  not  convinced  that  a 
legalistic  notice  printed  on  the  airbill 
will  be  effective.  Uninformed  shippers 
are  not  likely  to  realize  their  rights  as 
a  result  of  the  notice,  and  other  ship¬ 
pers  do  not  need  it.  Effective  enforce¬ 
ment  of  the  applicable  regulation  is  a 
better  way  to  ensure  that  carriers’  tar¬ 
iffs  are  complete. 

For  all  of  the  reasons  discussed 
above  we  no  longer  plan  to  impose  a 
notice  requirement  along  the  lines  of 
the  one  suggested  in  EDR-337,  and  we 
are  terminating  the  proceeding  in 
Docket  31551. 

By  the  C^vil  Aeronautics  Board. 

Phyllis  T.  Kaylor,  • 
Secretary. 

[FR  Doc.  78-7141  FUed  3-16-78;  8:45  ami 


[4110-03] 

DEPARTMENT  OF  HEALTH, 
EDUCATION,  AND  WELFARE 

Food  and  Drug  Administration 

[21  CFR  PART  131] 

[Docket  No.  78P-0059] 

SOUR  HALF-AND-HALF  DRESSING 

Proposal  To  Repeal  Standard  of 
Identity 

AGENCTY:  Food  and  Drug  Administra¬ 
tion. 

ACrnON:  Proposed  rule. 

SUMMARY:  This  proposal  would 
repeal  the  standard  of  identity  for 
sour  half-and-half  dressing.  It  has 
been  determined  that  the  standard 
could  mislead  consumers. 

DA’TES:  Comments  by  April  17,  1978; 
it  is  proposed  that  the  final  rule  based 
on  this  proposal  be  effective  on  the 
date  of  its  publication  in  the  Federal 
Register. 

ADDRESS:  Written  comments  to  the 
Hearing  Clerk  (HFC-20),  Food  and 
Drug  Administration.  Department  of 
Health,  Education,  and  Welfare,  Room 
4-65,  5600  Fishers  Lane,  Rockville,  Md. 
20857. 

FOR  FURTHER  INFORMA’HON 
CONTACT: 

Eugene  T.  McGarrahan,  Bureau  of 


*Of  course,  the  notice  applies  equally  to 
animal  and  nonanimal  shipments,  but  there 
is  no  showing  in  this  proceeding  of  any  need 
for  a  notice  on  nonanimal  shipments. 

•All  Members  concurred. 
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Foods  (HFP-415),  Food  and  Drug 

Administration,  Department  of 

Health,  Education,  and  Welfare,  200 

C  Street  SW.,  Washington,  D.C. 

20204,  202-245-1155. 

SUPPLEMENTARY  INFORMATION: 
As  a  result  of  a  petition  filed  by  the 
Milk  Industry  Foundation,  1910  17th 
Street  NW.,  Washington,  D.C.  20006, 
the  Food  and  Drug  Administration 
proposed,  in  the  Federal  Register  of 
August  2,  1973  (38  FR  20627),  to  estab¬ 
lish  definitions  and  standards  of  iden¬ 
tity  for  sour  cream,  sour  half-and-half, 
acidified  sour  cream,  and  acidified 
sour  half-and-half.  In  the  same  Feder¬ 
al  Register,  the  Commissioner  of 
Food  and  Drugs,  on  his  own  initiative, 
also  proposed  to  establish  separate 
standards  of  identity  for  sour  cream 
dressing  (21  CFR  131.164)  and  sour 
half-and-half  dressing  (21  CFR 
131.189).  Final  regulations  ruling  on 
these  proposals  were  published  in  the 
Federal  Register  of  May  7,  1974  (39 
FR  15993).  One  objection  requesting  a 
hearing  was  received  opposing  the 
adoption  of  the  standard  for  sour 
cream  dressing. 

The  Commissioner  confirmed  all  the 
final  regulations  established  in  the 
May  7,  1974  Federal  Register  except 
the  standard  of  identity  for  sour 
cream  dressing  (21  CFR  131.164), 
which  was  stayed  pending  a  public 
hearing  to  be  scheduled  at  a  later 
date.  Upon  reconsideration  of  the 
entire  matter,  the  Commissioner  con¬ 
cluded  that  the  use  of  the  words  '‘sour 
cream”  in  the  name  of  a  product  that 
would  not  be  required  to  contain  sour 
cream  (as  defined  in  21  CFR  131.160) 
could  be  misleading  to  the  consumer. 
Accordingly  he  has' decided  to  revoke 
the  standard  of  Identity  for  “sour 
cream  dressing”  (21  CFR  131.164).  The 
regulation  revoking  the  standard  for 
sour  cream  dressing  is  published  else¬ 
where  in  this  issue  of  the  P'ederal 
Register. 

Although  there  were  no  objections 
to  the  standard  for  sour  half-and-half 
dressing,  the  rationale  for  revoking 
the  standard  for  sour  cream  dressing 
is  equally  applicable  here.  The  original 
intent  of  the  standard  for  sour  half- 
and-half  dressing  was  that  the  use  of 
the  word  “dressing”  in  the  name  of 
the  food  would  indicate  to  consumers 
that  there  was  a  difference  between 
sour  half-and-half  and  sour  half-and- 
half  dressing,  i.e.,  that  sour  half-and- 
half  dressing  could  be  fabricated  from 
ingredients  other  than  milk  and 
cream.  The  Commissioner  notes  that 
“sour  half-and-half”  is  required  to  be 
made  from  “half-and-half,”  which  is 
defined  in  21  CFR  131.180  as  a  food 
consisting  of  a  mixture  of  milk  and 
cream.  He  concludes  that  use  of  the 
words  “sour  half-and-half”  in  the 
name  of  a  product  that  would  not  be 
required  to  contain  sour  half-and-half 
could  be  misleading  to  the  consumer. 


Therefore,  on  his  own  initiative,  the 
Commissioner  hereby  proposes  to 
repeal  the  standard  of  identity  for 
sour  half-and-half  dressing,  21  C7FR 
131.189. 

The  Commissioner  has  considered 
the  environmental  effects  of  the  issu¬ 
ance  or  amendment  of  food  standards 
and  has  concluded  in  §  25.1(d)(4)  (21 
CFR  25.1(d)(4)),  that  food  standards 
are  not  major  agency  actions  signifi¬ 
cantly  affecting  the  quality  of  the 
human  environment.  Therefore,  an 
environmental  impact  statement  is  not 
required. 

9131.189  [Revoked] 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  401, 
701(e),  52  Stat.  1046,  70  Stat.  919  as 
amended  (21  U.S.C.  341,  371(e)))  and 
under  authority  delegated  to  him  (21 
CFR  5.1),  the  Commissioner  proposes 
that  Part  131  be  amended  by  revoking 
§  131.189  Sour  half-and-half  dressing. 

Interested  persons  may,  on  or  before 
(April  17,  1978,  submit  to  the  Hearing 
Clerk  (HFC-20),  Food  and  Drug  Ad¬ 
ministration,  Room  4-65,  5600  Fishers 
Lane,  Rockville,  Md.  20857,  written 
comments  regarding  this  proposal. 
Four  copies  of  all  comments  shall  be 
submitted,  except  that  individuals 
may  submit  single  copies  of  comments, 
and  shall  be  identified  with  the  Hear¬ 
ing  Clerk  docket  number  found  in 
brackets  in  the  heading  of  this  docu¬ 
ment.  Received  comments  may  be  seen 
in  the  above  office  between  the  hours 
of  9  a.m.  and  4  p.m.,  Monday  through 
Friday. 

Note.— The  Food  and  Drug  Administra¬ 
tion  has  determined  that  this  proposal  will 
not  have  a  major  economic  impact  as  de¬ 
fined  by  Executive  Order  11821  (amended 
by  Executive  Order  11949)  and  OMB  Circu¬ 
lar  A- 107.  A  copy  of  the  economic  impact  as¬ 
sessment  is  on  file  with  the  Hearing  CHerk, 
Food  and  Drug  Administration. 

Dated:  March  13, 1978. 

William  F.  Randolph, 
Acting  Associate  Commissioner 
for  Compliance. 

[FR  Doc.  78-7075  Filed  3-16-78;  8:45  am) 


[1505-01] 

[21  CFR  Parts  182,  184] 
[Docket  No.  77N-03111 
BILE  SALTS  AND  OX  BILE  EXTRACT 


Gras  Status 

Correction 

In  FR  Doc.  78-2406  appearing  on 
page  4062  in  the  issue  of  Tuesday,  Jan¬ 
uary  31,  1978,  on  page  4064  in  the  3rd 
column,  the  next  to  the  last  line 
should  read,  “(§§182.4029,  182.4037, 
182.4053,  and  .  .  .”. 


[1505-01] 

[21  CFR  Part  320] 


[Docket  No.  77N-0425] 


TRICYCLIC  ANTIDEPRESSANTS 

Proposed  Bioequivalence 
Requirement 

Correction 

In  FR  Doc.  78-4136  appearing  at 
page  6965  in  the  issue  for  Friday,  Feb¬ 
ruary  17,  1978,  the  following  correc¬ 
tions  are  made: 

1.  In  the  fourth  paragraph  in  the 
third  column  on  page  6965,  the  last 
line  now  reading,  “March  20,  1978,” 
should  read,  “30  days  after  its  date  of 
publication  in  the  Federal  Register.” 

2.  In  the  last  paragraph  in  the  third 
column  on  page  6967,  the  last  line  now 
reading,  “March  20,  1978,”  should 
read,  “30  days  following  its  date  of 
publication  in  the  P'ederal  Register.” 


[4510-26] 

DEPARTMENT  OF  LABOR 


Occupational  Safety  and  Health 
Administration 


[29  CFR  Part  1910] 

[Docket  No.  H-1111 

OCCUPATIONAL  EXPOSURE  TO 
ETHYLENE  DIBROMIDE 

Request  for  Comments  and 
Information 

AGENCTY:  Occupational  Safety  and 
Health  Administration,  Department  of 
Labor. 

ACTTION:  Request  for  Comments  and 
Information. 

SUMMARY:  This  notice  requests  com¬ 
ments  and  information  on  ethylene  di¬ 
bromide  (EDB),  a  chemical  used  as  a 
gasoline  additive,  as  a  chemical  inter¬ 
mediate,  as  a  fumigant  nematocide, 
and  as  a  specialty  solvent  for  resins, 
gums  and  waxes.  The  present  OSHA 
standard  for  employee  exposure  to 
EDB  is  foimd  in  29  CFR  1910.1000, 
Table  Z-2  and  limits  exposure  to  20 
parts  of  EDB  per  million  parts  of  air 
as  an  8-hour  time  weighted  average. 
On  August  26,  1977,  OSHA  received  a 
criteria  document  from  the  National 
Institute  for  Occupational  Safety  and 
Health  (NIOSH)  indicating  that  the 
present  standard  for  EDB  may  not  be 
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sufficiently  protective  of  exposed 'em¬ 
ployees.  OSHA  is  therefore  seeking  in¬ 
formation  on  EDB  uses  and  produc¬ 
tion  technology,  health  effects,  medi¬ 
cal  surveillance,  employee  exposure 
data,  respiratory  protection,  and  tech¬ 
nological  and  economic  aspects  of  con¬ 
trolling  employee  exposure  to  EDB. 
OSHA  is  also  requesting  views  on  the 
appropriate  regulatory  response  to  the 
NIOSH  recommendations. 

DATE:  The  information  requested  in 
this  notice  must  be  submitted  on  or 
before  May  16. 1978. 

ADDRESS:  The  information  request¬ 
ed  in  this  notice  should  be  submitted 
to  the  Docket  Officer,  Docket  H-111, 
Room  S6212,  n.S.  Department  of 
Labor.  Occupational  Safety  and 
Health  Administration,  Third  Street 
and  Constitution  Avenue  NW.,  Wash¬ 
ington.  D.C.,  20210,  202-523-7894. 

FOR  FURTHER  INFORMATION 
CONTACT: 

Ms.  Flo  Ryer,  Office  of  Special  Stan¬ 
dards  Programs,  Room  N3663,  Occu¬ 
pational  Safety  and  Health  Adminis¬ 
tration.  Third  Street  and  Constitu¬ 
tion  Avenue  NW.,  Washington,  D.C., 
20210,  202-523-7174. 

SUPPLEMENTARY  INFORMATION; 
Ethylene  dibromide  (CAS  No.  106-93- 
4).  also  referred  to  as  1,2-dibromoeth- 
ane  or  EDB,  is  a  clear,  colorless  liquid 
at  room  temperature  with  a  distinc¬ 
tive,  mildly  sweet  odor.  Production  of 
EDB  in  the  U.S.  during  1975  has  been 
estimated  to  be  about  550  million 
pounds.  The  majority  (about  85  per¬ 
cent)  of  EDB  produced  in  this  coimtry 
is  used  as  an  additive  in  leaded  gaso¬ 
line.  EDB  is  also  used  as  a  fumigant 
pesticide  on  some  vegetables,  fruits 
and  grains.  Over  100  pesticides  regis¬ 
tered  with  the  Environmental  Protec¬ 
tion  Agency  contain  this  compound. 
NIOSH  estimates  that  approximately 
9,000  employees  (manufacturing,  for¬ 
mulating,  fumigating)  are  potentially 
exposed  to  EDB  in  the  workplace.  Ad¬ 
ditionally,  approximately  660,000 
workers  have  potential  exposure  to 
EDB  in  the  retail  sale  and  dispensing 
of  gasoline  and  other  motor  fuels. 

The  National  Institute  for  Occupa¬ 
tional  Safety  and  Health  (NIOSH). 
UB.  Department  of  health.  Education 
and  Welfare,  has  recently  submitted 
to  the  Secretary  of  Labor,  pursuant  to 
section  22  of  the  Occupational  Safety 
and  Health  Act  of  1970  (84  Stat.  1612; 
29  U.S.C.  671),  criteria  for  a  recom¬ 
mended  standard  on  occupational  ex¬ 
posure  to  ethylene  dibromide.  The  Di¬ 
rectorate  of  Health  Standards  Pro¬ 
grams,  Occupational  Safety  and 
Health  Administration  (OSHA),  U.S. 
Department  of  Labor,  is  studying  the 
criteria  received  from  NIOSH.  as  well 
as  other  publications  on  the  health  ef¬ 
fects  of  exposure  to  EDB.  Although 
human  data  relevant  to  occupational 


exposure  to  EDB  is  very  limited,  nu¬ 
merous  animal  studies  show  that  EDB 
is  capable  of  eliciting  a  wide  variety  of 
toxic  effects.  These  effects  include  ste¬ 
rility,  mutagenicity,  degeneration  of 
the  kidney,  liver  and  spleen,  severe 
skin  irritation,  and  CNS  depression. 
The  available  literature  also  suggests 
that  EDB  may  also  be  carcinogenic 
and  teratorgenic  in  animals. 

Occupational  exposure  to  EDB  is 
currently  limited  by  the  Occupational 
Safety  and  Health  Administration 
(OSHA)  to  an  8-hour  time-weighted 
average  of  20  ppm  (20  parts  of  EDB 
per  million  parts  of  air),  a  ceiling  con¬ 
centration  of  30  ppm,  and  a  peak  con¬ 
centration  of  50  ppm  for  5  minutes 
during  an  8-hour  work  shift  as  found 
in  Table  Z-2  of  29  CFR  1910.1000. 
COMMENTS  AND  INFORMATION 
REQUESTED;  OSHA  has  concluded 
that  a  comprehensive  occupational 
health  standard  may  be  needed  to  pro¬ 
tect  employees  from  the  harmful  ef¬ 
fects  of  exposure  to  EDB.  Consequent¬ 
ly,  OSHA  hereby  requests  all  interest¬ 
ed  persons  to  submit  comments  and  in¬ 
formation  relating  to  the  necessity  of 
revising  the  present  occupational  stan¬ 
dard  for  EDB  as  found  in  Table  Z-2  of 
29  CFR  1910.1000.  OSHA’s  decision  on 
the  appropriateness  of  commencing  a 
rulemaking  proceeding  will  be  based 
on  all  comments  and  information  re¬ 
ceived. 

Interested  persons  are  urged  to 
submit  written  data,  views,  and  argu- 
•ments  concerning  a  standard  for  occu¬ 
pational  exposure  to  EDB.  Comments 
are  requested  for  the  following  general 
areas: 

1.  Whether  the  criteria  document 
adequately  demonstrates  the  need  for 
changing  the  current  regulation  of 
employee  exposure  to  EDB. 

2.  What  benefits  are  expected  to 
result  from  the  regulation,  i.e.,  what 
mortality  and  morbidity  are  associated 
with  current  exposures,  and  to  what 
extent  would  they  be  reduced  by  the 
recommended  standard. 

3.  Description  of  current  engineering 
and  work  practice  controls  for  major 
affected  processes/industries. 

4.  What  is  the  technological  and  eco¬ 
nomic  feasibility  of  the  NIOSH  recom¬ 
mendations  (e.g.,  control  measures, 
methods  of  measurement)? 

5.  Are  affected  industries  and  em¬ 
ployee  groups,  number  of  employees 
exposed  and  conditions  of  exposure 
correctly  described  in  the  criteria  doc¬ 
ument? 

6.  What  are  the  environmental  im¬ 
pacts  of  the  recommended  standard? 

In  addition  to  the  general  issues, 
listed  above.  OSHA  also  requests  com¬ 
ments  and  information  on  the  follow¬ 
ing  specific  issues  raised  by  the 
NIOSH  recommendations  for  a  stan¬ 
dard  for  occupational  exposure  to 
EDB: 

(1)  Scope  of  an  occupational  health 
standard  for  EDB.  The  number  of  em¬ 


ployees  potentially  exposed  to  EDB 
during  its  manufacture  and  formula¬ 
tion  has  been  estimated  by  NIOSH  to 
be  around  9,000.  EDB  is  extensively 
used  as  and  additive  to  gasoline  and 
over  600,000  gasoline  station  atten¬ 
dants  may  be  occupationally  exposed 
to  EDB.  OSHA  seeks  comments  and 
information  on  whether  employees  en¬ 
gaged  in  the  transportation,  distribu¬ 
tion  and  sale  of  gasoline  are  potential¬ 
ly  at  risk  to  the  effects  of  EDB.  In  ad¬ 
dition.  OSHA  requests  information  on 
whether  other  employee  groups,  not 
considered  above,  are  potentiidly  ex¬ 
posed  to  EDB. 

(2)  Permissible  exposure  limit 
NIOSH  has  stated: 

In  considering  the  alkylating  capability  of 
ethylene  dibromide  and  the  potential  ad¬ 
verse  effects  on  the  organism  which  may 
result,  expecially  at  the  subcellular  level, 
NIOSH  recommends  that  the  occupational 
exposure  limit  for  ethylene  dibromide  be  re¬ 
duced  to  a  ceiling  concentration  of  1.0  mg/ 
cu  m  (0.13  ppm)  for  any  15-minute  sampling 
period.  This  represents  a  reduction  to  one- 
two-hundred  and  thirtieth  of  the  current 
federal  ceiling  limit  for  ethylene  dibromlde 
and  is  a  level  at  which  an  employee  would 
inhale  a  maximum  of  about  686  mg/kg  of 
ethylene  dibromide  during  a  40-year  work¬ 
ing  lifetime,  which  is  substantially  below 
that  total  dose  known  to  induce  adverse  ef¬ 
fects  in  experimental  animals.  (Criteria  Doc¬ 
ument,  p.  158). 

OSHA  requests  comments  and  infor¬ 
mation  on  whether  the  NIOSH  recom¬ 
mended  exposure  limit  is  sufficiently 
protective. 

(3)  Employee  exposure  data.  OSHA 
requests  detailed  information  on  em¬ 
ployee  exposures  to  EDB.  Information 
in  the  following  areas  is  especially  de¬ 
sired: 

(a)  Description  of  processes  involved, 
and  measured  levels  of  employee  expo¬ 
sure; 

(b)  Analytical  and  sampling  methods 
used  and  evidence  of  their  precision 
and  accuracy;  and 

(c)  Number  of  workers  exposed. 

(4)  Health  effects  of  exposure  to 
EDB.  Exposure  to  EIDB  can  adversely 
affect  a  considerable  number  of  bio¬ 
logical  organ  systems  in  both  animals 
and  humans.  According  to  NIOSH. 
respiratory  tract  irritation,  irritation 
of  the  skin  and  eyes,  gastrointestinal 
disturbances,  and  damage  to  the  liver, 
kidneys,  spleen,  and  lungs  are  the  pre¬ 
dominant  effects  of  ethlyene  dibro¬ 
mide  exposure.  Several  animal  studies 
have  shown  the  potential  of  EDB  to 
induce  reproductive  abnormalities, 
such  as  reduced  sperm  count  and  sper- 
matozoic  anomalies.  The  mutagenic 
potential  of  EDB  has  been  demon¬ 
strated  in  both  animals  and  plants. 
Likewise,  carcinogenesis  and  terato- 
genesis  have  been  produced  in  rats  and 
mice  by  EDB  in  a  number  of  studies. 
OSHA  seeks  comments  and  further  in- 
fromation  on  the  health  effects  result¬ 
ing  from  exposure  to  EDB  and  on  the 
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risk  such  exposure  may  pose  to  the 
worker. 

(5)  Medical  surveillance.  OSHA  re¬ 
quests  comments  on  the  appropriate¬ 
ness  of  the  NIOSH  recommended 
medical  surveillance  protocol  for  EDB. 
In  addition  to  comments  relating  to 
the  adequacy  and  frequency  of  this 
recommended  protocol,  OSHA  re¬ 
quests  comments  and  information  on 
other  medical  tests  and/or  procedures 
having  diagnostic  value  for  the  detec¬ 
tion  of  health  effects  resulting  from 
EDB  exposure. 

(6)  Work  practices.  In  the  criteria 
document.  NIOSH  details  work  prac¬ 
tices  for  ethylene  dibromide,  including 
emergency  procedures,  control  of  air¬ 
borne  ethylene  dlbromide,  general 
procedures  for  handling  ethylene  dl¬ 
bromide,  ethylene  dibromide  hazard 
areas,  storage  of  ethylene  dibromide 
and  spills,  leaks,  and  waste  disposal. 
OSHA  requests  comments  as  to  the 
adequacy  of  the  recommendations. 

-The  NIOSH  criteria  document,  in¬ 
cluding  the  118  references  relied  upon 
therein,  and  comments  on  the  docu¬ 
ment  from  the  NIOSH  review  consul¬ 
tants  (Tab  Document)  are  available 
for  review  and  copying  at  the  OSHA 
Technical  Data  Center,  Room  S6212, 
U.S.  Department  of  Labor,  Third 
Street  and  Constitution  Avenue  NW., 
Washington,  D.C.  20210. 

Interested  persons  are  invited  to 
submit  written  data,  views,  and  com¬ 
ments  with  respect  to  the  foregoing 
issues.  All  communications  should  be 
submitted  in  quadruplicate,  by  May 
16,  1978,  to  the  Docket  Officer,  Docket 
H-111,  Room  S6212,  U.S.  Department 
of  Labor,  Third  and  Constitution 
Avenue  NW.,  Washington,  D.C.  20210, 
202-523-7894.  All  timely  written  sub¬ 
missions.  as  well  as  other  information 
gathered  by  the  agency,  will  be  consid¬ 
ered  in  any  action  taken. 

This  document  was  prepared  under 
the  direction  of  Eula  Bingham,  Assist¬ 
ant  Secretary  of  Labor  for  Occupa¬ 
tional  Safety  and  Health.  U.S.  Depart¬ 
ment  of  Labor,  Third  Street  and  Con¬ 
stitution  Avenue  NW.,  Washington, 
D.C.  20210. 

(Sec.  6,  Pub.  L.  91-596,  84  Stat.  1593  (29 
U.S.C.  655);  29  CPR  Part  1911;  Secretary  of 
Labor’s  Order  No.  8-76  (41  FR  25059).) 

Signed  at  Washington,  D.C.,  this 
13th  day  of  March  1978. 

Eula  Bingham, 
Assistant  Secretary  of  Labor. 

[FR  Doc.  78-7169  FUed  3-16-78;  8:45  am] 


[4110-83] 

Public  Hoalth  Service 

[42  CFR  Parts  122,  123] 

HEALTH  SYSTEMS  AGENCIES  AND 
STATE  HEALTH  PLANNING  AND 
DEVELOPMENT  AGENCIES 

Proposed  Rulemaking 

AGENCY:  Public  Health  Service, 
HEW. 

ACTION:  Notice  of  Proposed  Rule- 
making. 

SUMMARY:  The  Assistant  Secretary 
for  Health  proposes  changes  in  the  cri¬ 
teria  which  State  health  planning  and 
development  agencies  (SHPDAs)  and 
health  systems  agencies  (HSAs)  must 
use  for  certificate  of  need  and  other 
reviews  of  proposed  new  institutional 
health  services.  These  proposed 
changes  are  required  because  of  a 
recent  amendment  to  the  Public 
Health  Service  Act  (“the  Act”).  The 
amendment  requires  that  the  review 
criteria  used  by  HSAs  and  SHPDAs 
which  consider  the  special  needs  and 
circumstances  of  health  maintenance 
organizations  be  consistent  with  the 
standards  and  procedures  these  agen¬ 
cies  must  follow  in  reviewing  and  com¬ 
menting  on  applications  for  financial 
assistance  for  health  maintenance  or¬ 
ganizations  under  Title  XIII  of  the 
Act.  The  following  proposed  amend¬ 
ments  to  42  CFR  Part  122,  Subpart  D, 
and  42  CFR  Part  123,  Subpart  E,  are 
intended  to  ensure  that  the  review  cri¬ 
teria  are  consistent  with  those  stan¬ 
dards  and  procedures  as  set  forth  in  a 
Notice  of  Proposed  Rulemaking  re¬ 
cently  published  in  the  Federal  Regis¬ 
ter. 

DATES:  Comments  received  on  or 
before  May  16,  1978,  will  be  considered 
in  the  preparation  of  the  final  regula¬ 
tions. 

ADDRESS:  Interested  persons  may 
submit  written  comments  on  the  pro¬ 
posed  regulations  to  the  Director, 
Bureau  of  Health  Planning  and  Re¬ 
sources  Development,  Health  Re¬ 
sources  Administration,  Center  Build¬ 
ing,  Room  6-22,  3700  East-West  High¬ 
way,  Hyattsville,  Md.  20782.  The  com¬ 
ments  will  be  available  for  public  in¬ 
spection  at  the  above  address  between 
the  hours  of  8:30  a.m.  and  5:00  p.m., 
Monday  through  Friday. 

FOR  FURTHER  INFORMATION 
CONTACT: 

Harry  P.  Cain  II,  Ph.D.,  Director, 
Bureau  of  Health  Planning  and  Re¬ 
sources  Development,  3700  East- 
West  Highway,  Center  Building. 
Room  6-22,  Hyattsville,  Md.  20782, 
301-436-6850. 


SUPPLEMENTARY  INFORMATION: 
Section  1532(c)(8)  of  the  Public 
Health  Service  Act  (“the  Act”)  pro¬ 
vides  that  criteria  developed  by  health 
systems  agencies  and  State  health 
planning  and  development  agencies 
for  conducting  reviews  imder  section 
1513  (e),  (f),  and  (g)  and  section  1523 
of  the  Act,  respectively,  shall  include 
consideration  of  “the  special  needs 
and  circumstances  of  health  mainte¬ 
nance  organizations  for  which  assis¬ 
tance  may  be  provided  under  Title 
XIII”  of  the  Act  (“Health  Mainte¬ 
nance  Organizations”). 

Section  117(a)  of  the  Health  Mainte¬ 
nance  Orgsinlzation  Amendments  of 
1976,  Pub.  L.  94-460,  amended  section 
1532(c)  of  the  Act  by  adding  the  re¬ 
quirement  that  “The  criteria  estab¬ 
lished  by  any  health  systems  agency 
or  State  Agency  under  paragraph  (8) 
shall  be  consistent  with  the  standards 
and  procedures  established  by  the  Sec¬ 
retary  under  section  1306(c)  of  this 
Act.”  The  Assistant  Secretary  for 
Health  has  also  issued  a  Notice  of  Pro¬ 
posed  Rulemaking  which  would  in 
part  amend  42  CFR  Part  110,  Subpart 
B,  at  §  110.204,  by  setting  forth  revised 
standards  and  procedures  under  sec¬ 
tion  1306(c)  of  the  Act.  (43  FR  11472.) 
Set  forth  below  are  proposed  amend¬ 
ments  to  42  CFR  Part  122,  Subpart  D, 
and  42  CFR  Part  123,  Subpart  E,  relat¬ 
ing  to  certificate  of  need  and  other  re¬ 
views  of  proposed  new  institutional 
health  services,  which  articulate  the 
special  needs  and  circumstances  of 
HMOs  for  which  assistance  may  be 
provided  under  Title  XIII  and  which 
are  designed  to  ensure  that  review  cri¬ 
teria  developed  under  Section 
1532(c)(8)  are  consistent  with  the  stan¬ 
dards  and  pr(x:edures  found  at 
§110.204. 

Public  comment  and  recommenda¬ 
tions  are  invited  on  the  proposed 
amendments  to  Parts  122  and  123.  The 
Secretary  is  soliciting  information  par- 
ticulary  on  whether  and  how  State 
certificate  of  need  laws  will  be  affected 
by  these  proposed  changes,  so  that  he 
can  determine  whether  there  shoiild 
be  a  delay  in  the  effective  date  of  the 
final  regulations.  In  particular,  the 
Secretary  requests  commente  on 
whether  existing  State  statutes  will 
need  to  be  amended  and,  if  so.  how 
much  time  would  be  required  to  do  so. 

Set  forth  below  is  an  analysis  of  the 
amendments  proposed  for  specific  sec¬ 
tions  of  Parts  122  and  123: 

Sections  122.301  and  123.401, 
Definitions 

Sections  122.301(d)  and  123.401(d): 
The  Secretary  is  proposing  to  define 
the  term  “health  maintenance  organi¬ 
zation  for  which  assistance  may  be 
provided  under  Title  XIII,”  in  order  to 
provide  a  basis  for  determining  wheth¬ 
er  a  health  maintenance  organization 
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is  entitled  to  special  consideration  in- 
oertificate  of  need  reviews  and  other 
reviews  of  proposed  new  institutional 
health  services. 

SExn-iONS  122.304  %nd  123.404.  New  In¬ 
stitutional  Health  Services  Sub¬ 
ject  To  Review 

Under  present  reerulations.  States 
may  require  certificate  of  need  reviews 
for  feasibility  studies  and  planning  ac¬ 
tivities  for  all  covered  health  care  fa¬ 
cilities  and  HMOs,  although  §  123.404 
does  not  require  certificates  of  need 
for  such  activities  which  entail  expen¬ 
ditures  of  $150,000  or  less.  The  Secre¬ 
tary  is  proposing  to  amend  these  sec¬ 
tions  to  require  that  State  certificate 
of  need  programs  may  not  include 
review  of  HMO  feasibility  studies 
funded  imder  section  1303  of  the  Act 
and  planning  activities  funded  under 
section  1304  of  the  Act  which,  respec¬ 
tively,  involve  expenditures  of 
$200,000  or  less.  The  Secretary  is  con¬ 
cerned  that  if  certificate  of  need 
review  of  HMO  planning  activities 
were  permitted,  health  planning  agen¬ 
cies  would  be  making  certificate  of 
need  determinations  too  early  in  the 
development  of  HMOs.  This  would 
result  in  certificates  of  need  being 
granted  to  HMOs  which  are  subse¬ 
quently  found  to  be  not  practicable  or 
otherwise  not  in  compliance  with  ap¬ 
plicable  standards.  In  addition,  any 
single  grant  or  loan  guarantee  made 
under  section  1304  for  an  HMO  plan¬ 
ning  project  is  limited  to  $200,000. 
Further,  grants  for  feasibility  studies 
under  section  1303  precede  planning 
activity  grants  and  any  single  feasibil¬ 
ity  grant  is  limited  under  section 
1303(e)(1)  to  $75,000.  In  light  of  this, 
the  Secretary  is  proposing  that  expen¬ 
ditures  of  $200,000  or  less  for  HMO 
feasibility  studies  funded  under  sec¬ 
tion  1303  or  planning  activities  funded 
under  section  1304  do  not  constitute 
“substantial  expenditures  •  •  •  in 
preparation  for  the  development  of 
new  institutional  health  services” 
within  the  meaning  of  section 
1523(a)(4)  of  the  Act. 

Under  this  proposed  amendment,  en¬ 
tities  assisted  under  section  1304(a)  of 
the  Act  would  in  effect  be  required  to 
submit  an  application  for  a  certificate 
of  need  during,  rather  than  prior  to, 
their  planning  activities  project  peri¬ 
ods.  The  plannmg  projects  of  proposed 
or  existing  HMOs  not  so  assisted 
would  still  be  required  to  be  covered  if 
they  involve  expenditures  in  excess  of 
$150,000  (or  such  lesser  amount  as  the 
State  may  specify). 

Sections  122.306  and  123.407, 
Procedures  for  Review 

Sections  122.306(aK2)  and 
123.407(aK2):  The  Secretary  is  propos¬ 
ing  to  amend  these  sections  to  require 
that  in  the  case  of  an  HMO  no 
SHPDA  review  shall  take  longer  than 


90  days  from  the  date  the  application 
is  received.  Additionally  the  SHPDA, 
in  establishing  the  review  schedule  for 
the  HSA,  would  not  be  permitted  to 
extend  the  HSA  review  time  more 
than  60  days  beyopd  the  application 
receipt  date.  These  modifications  are 
necessary  for  national  uniformity  and 
consistency  with  Federal  time  frames 
.for  review  of  Title  XIII  grant  applica¬ 
tions  and  to  ensure  tha  HMOs  for 
which  assistance  may  be  provided 
under  Title  XIII  receive  special  consid¬ 
eration  in  certificate  of  need  reviews. 
In  addition,  delayed  review  may  have 
serious  adverse  effects  on  developing 
HMOs,  which  typically  have  few 
sources  of  private  funds. 

Sections  12.306(a)(5)  and 
123.407(a)(5):  The  Secretary  is  propos¬ 
ing  to  amend  these  sections  to  require 
that  written  findings  which  state  the 
basis  for  any  final  HSA  recommenda¬ 
tion  and  SHPDA  decision  regarding  an 
HMO  prop>osal  be  sent  to  the  appropri¬ 
ate  regional  office  of  the  Department 
at  the  same  time  they  are  sent  to  the 
person  proposing  the  new  institutional 
health  service.  Because  of  the  special 
interest  of  Congress  in  the  develop¬ 
ment  of  HMOs,  it  is  necessary  for 
HEW  regional  offices  to  have  up-to- 
date  information  on  health  planning 
agency  decisions  with  respect  to  pro¬ 
posals  by  HMOs. 

Sections  122.308  and  123.409,  Criteria 

FOR  HSA  AND  State  Agency  Review; 

§  122.310  AND  §  123.411,  Health  Main¬ 
tenance  Organizations:  Required 

findings. 

As  noted  above,  section  117(a)  of 
Pub.  L.  94-^460  amended  section 
1532(c)  of  the  Act  to  require  that  the 
criteria  established  under  Section 
1532(cK8)  of  the  Public  Health  Service 
Act  shall  be  consistent  with  the  stan¬ 
dards  and  procedures  established  by 
the  Secretary  under  Section  1306(c)  of 
the  Act.  Lengrthy  discussions  have 
been  held  in  the  Department  regard¬ 
ing  how  best  to  implement  this  provi¬ 
sion  in  order  to  assure  special  consid¬ 
eration  for  HMOs  eligible  for  assis¬ 
tance  under  Title  XIII  while  at  the 
same  time  maintaining  the  integrity  of 
the  health  planning  process  estab¬ 
lished  by  Pub.  L.  93-641.  The  Secre¬ 
tary  wants  to  ensure  that  HMOs  re¬ 
ceive  the  encouragement  and  special 
consideration  the  Congress  intended 
when  it  made  the  development  of 
group  practices  and  HMOs  a  national 
priority  in  section  1502(3)  of  the  Act, 
and  he  is  concerned  that  HMOs  will 
encounter  arbitrary  obstacles  under 
regulatory  programs  such  as  certifi¬ 
cate  of  need  review.  Reports  of  arbi- 
trtu-y  health  planning  agency  recom¬ 
mendations  on  proposals  of  some  de¬ 
veloping  HMOs  have  been  received. 
Therefore,  he  has  considered  totally 
restricting  HSAs  and  SHPDAs  in  the 
development  and  application  of  pro¬ 


ject  review  criteria  for  HMOs.  Under 
this  approach,  the  Department  would 
develop  a  closed  set  of  criteria  which 
health  planning  agencies  would  not  be 
permitted  to  vary,  reduce  or  add  to. 

The  Secretary  believes  that  strong 
National  Guidelines  on  HMOs.  which 
planning  agencies  must  address  in  the 
health  systems  plans  or  State  health 
plans,  will  reinforce  the  provision  of 
special  consideration  for  HMOs,  since 
project  decisions  are  expected,  in  the 
main,  to  be  consistent  with  these  Na¬ 
tional  Guidelines.  However,  he  was 
also  aware  that  this  consistency  may 
not  occur  immediately  and  that,  for 
the  near  future,  the  opportunity  re¬ 
mains  for  arbitrary  decisions  by 
health  planning  agencies.  Therefore, 
the  Secretary  has  also  considered  pro¬ 
posing  that  agencies  he  permitted  to 
develop  specific  HMO  criteria  just  as 
they  must  for  other  covered  categories 
of  review  but  at  the  same  time  ex¬ 
panding  §123.411,  “Health  Mainte¬ 
nance  Organizations,  required  find¬ 
ings,”  so  as  to  provide  that  agencies 
may  not  deny  a  certificate  of  need  on 
the  basis  of  certain  factors  which  have 
been  the  basis  of  past  arbitrary  agency 
findings  on  HMO  project  grant  pro¬ 
posals. 

The  Secretary  has  decided  to  take  a 
middle  course  between  these  two  posi¬ 
tions.  Therefore,  he  proposes  to 
amend  §§  122.308  and  123.409  by  set¬ 
ting  forth  the  factors  comprising  the 
special  needs  and  circumstances  of 
HMOs  for  which  assistance  may  be 
provided  under  Title  XIII  which  HSAs 
and  SHPDAs  must  consider  in  devel¬ 
oping  review  criteria.  The  Secretary 
also  recognizes  that  HSAs  and 
SHPDAs  may  desire  to  use  additional 
factors  which  may  be  appropriate  to 
reviews  of  HMOs.  Therefore,  these 
agencies  may  submit  to  the  Secretary 
proposals  for  additional  factors,  which 
the  Secretary  will  approve  if  he  finds 
them  to  be  consistent  with  the  pur¬ 
pose  of  Title  XIII.  The  Secretary  is 
also  proposing  to  amend  §§  122.310  and 
123.411  so  as  to  permit  HSAs  and 
SHPDAs  to  recommend  against  or 
deny,  respectively,  certificates  of  need 
for  HMOs  eligible  for  Title  XIII  assis¬ 
tance  only  upon  the  basis  of  a  determi¬ 
nation  that  the  special  needs  and  cir¬ 
cumstances  of  such  HMOs,  as  set 
forth  in  §§  122.308  and  123.409,  do  not 
merit  approval.  Under  the  proposed 
amendments  to  §§122.310  and  123.411 
such  a  determination  must  be  that  the 
new  institutional  health  service  pro¬ 
posed  to  be  provided  by  an  HMO  is  (a) 
not  needed  by  the  enrolled  or  reason¬ 
ably  anticipated  new  members  of  the 
HMO.  or  (b)  is  available  from  non- 
HMO  providers  in  a  reasonable  and 
cost-effective  manner  which  is  consis¬ 
tent  writh  the  basic  method  of  oper¬ 
ation  of  the  HMO.  or  (c)  is  not  needed 
under  criteria  based  on  additional  fac¬ 
tors  approved  by  the  Secretary.  This 
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approach  is  consistent  with  the 
amendments  being  proposed  under 
section  1306(c)  of  the  Act  to  §  110.204. 

The  Secretary  is  further  proposing, 
with  respect  to  in-patient  facilities 
proposed  to  be  provided  by  HMOs  for 
which  assistance  may  be  provided 
under  Title  XIII,  to  amend  §§  122.310 
and  123.411  so  as  to  require  that  HSAs 
shall  recommend  denial  of  and  State 
Agencies  shall  deny  certificates  of 
need  for  such  facilities  where,  in  addi¬ 
tion  to  making  one  of  the  determina¬ 
tions  listed  above,  the  agency  also  de¬ 
termines  that  the  HMO’s  members 
will  not  utilize  at  least  75  percent  of 
the  proposed  facility’s  projected 
annual  in-patient  days.  This  last  deter¬ 
mination  is  consistent  with  the  gener¬ 
al  approach  of  the  Administration’s 
proposed  Hospital  Cost  Containment 
legislation.  H.R.  6575,  which  excepts 
from  the  definition  of  “hospitals” 
which  are  subject  to  the  cost-contain¬ 
ment  provisions  those  hospitals  which 
serve  primarily  patients  of  HMOs. 

Accordingly,  it  is  proposed  that  42 
CFR  Parts  122  and  123  be  amended  as 
set  forth  below. 

Note.— The  Department  of  Health,  Educa¬ 
tion,  and  Welfare  has  determined  that  this 
document  does  not  contain  a  major  proposal 
requiring  preparation  of  an  Inflation 
Impact  Statement  under  Executive  Order 
11821  and  OMB  Circular  A-107. 

Dated;  March  1. 1978. 

Julius  B.  Richmond, 
Assistant  Secretary 
for  Health. 

Approved:  March  2,  1978. 

Hale  Champion, 
Acting  Secretary. 

PART  122— HEALTH  SYSTEMS 
AGENCIES 

1.  Part  122  of  Title  42,  CFR,  is 
amended  by  revising  Subpart  D  to 
read  as  follows: 

Subpart  D — Procadurat  and  Criteria  for  Review 
of  New  Infttitutienal  Heaith  Services 

m.301  Definition. 

122.302  Purpose  and  applicability. 

122.303  General. 

122.304  New  institutional  health  services 
subject  to  review. 

122.305  Adoption  and  public  notice  of 
review  procedures  and  criteria. 

122.306  Procedures  for  health  systems 
agency  review. 

122.307  Exceptions  to  use  of  procedures. 

122.308  Criteria  for  health  systems  agency 
review. 

122.309  Inpatient  facilities;  required  find¬ 
ings. 

122.310  Health  maintenance  organizations: 
required  finding. 

Authoritt:  Sec.  215,  58  Stat.  690  (42 
U.S.C.  216);  sec.  1532  of  the  Public  Health 
Service  Act.  88  Stat.  2251-53  (42  U.S.C. 
300n-l). 


§  122.301  Definitions. 

In  addition  to  the  terms  defined  in 
subpart  A  of  this  Part,  as  used  in  this 
subpart:  ^ 

(a)  The  term  “to  develop,”  when 
used  in  connection  with  health  ser¬ 
vices,  means  to  undertake  those  activi¬ 
ties  which  on  their  completion  will 
result  in  the  offer  of  a  new  institution¬ 
al  health  service  or  the  incurring  of  a 
financial  obligation,  as  defined  under 
applicable  State  law,  in  relation  to  the 
offering  of  such  a  service. 

(b)  The  term  “health  care  facility”  is 
defined  under  section  1531(5)  of  the 
Act  to  have  the  same  meaning  as  such 
term  as  in  regulations  prescribed 
under  section  1122  of  the  Social  Secu¬ 
rity  Act.  Such  regulations  (42  CFR 
100.102(e))  define  the  term  “health 
care  facility”  as  including  hospitals, 
psychiatric  hospitals,  tuberculosis  hos¬ 
pitals,  skilled  nursing  facilities,  kidney 
disease  treatment  centers,  including 
freestanding  hemodialysis  units,  inter¬ 
mediate  care  facilities,  and  ambulatory 
surgical  facilities,  but  does  not  include 
Christian  Science  sanatoriums  operat¬ 
ed,  or  listed  and  certified,  by  the  First 
Church  of  Christ  Scientist,  Boston, 
Massachusetts.  Such  regulations  also 
provide  that: 

(1)  The  term  “hospital”  means  an  in¬ 
stitution  which  is  primarily  engaged  in 
providing  to  inpatients,  by  or  under 
the  supervision  of  physicians,  diagnos¬ 
tic  services  and  therapeutic  services 
for  medical  diagnosis,  treatment,  and 
care  of  injured,  disabled,  or  sick  per¬ 
sons,  or  rehabilitation  services  for  the 
rehabilitation  of  injured,  disabled,  or 
sick  persons.  Such  terms  do  not  in¬ 
clude  psychiatric  and  tuberculosis  hos¬ 
pitals. 

(2)  The  term  “psychiatric  hospital” 
means  an  institution  which  is  primar¬ 
ily  engaged  in  providing  to  inpatients, 
by  or  under  the  supervision  of  a  physi¬ 
cian,  psychiatric  services  for  the  diag¬ 
nosis  and  treatment  of  mentally  ill 
persons. 

(3)  The  term  “tuberculosis  hospital” 
means  an  institution  which  is  primar¬ 
ily  engaged  in  providing  to  inpatients, 
by  or  under  the  supevision  of  a  physi¬ 
cian,  medical  services  for  the  diagnosis 
and  treatment  of  tuberculosis. 

(4)  The  term  “skilled  nursing  facili¬ 
ty”  means  an  institution  or  a  distinct 
part  of  an  institution  which  is  primar¬ 
ily  engaged  in  providing  to  inpatients 
skilled  nursing  care  and  related  ser¬ 
vices  for  patients  who  require  medical 
or  nursing  care,  or  rehabilitation  ser¬ 
vices  for  the  rehabilitation  of  injured, 
disabled,  or  sick  persons. 

(5)  The  term  “intermediate  care  fa¬ 
cility”  means  an  institution  which  pro¬ 
vides,  on  a  regular  basis,  health-relat¬ 
ed  care  and  services  to  individuals  who 
do  not  require  the  degree  of  care  and 
treatment  which  a  hospital  or  skilled 
nursing  facility  is  designed  to  provide, 
but  who  because  of  their  mental  or 


physicial  condition  require  health  re¬ 
lated  care  and  services  (above  the  level 
of  room  and  board). 

(6)  The  term  “ambulatory  surgical 
facility”  means  a  facility,  not  a  part  of 
a  hospital,  which  provides  surgical 
treatment  to  patients  not  requiring 
hospitalization. 

Such  term  does  not  include  the  of¬ 
fices  of  private  physicians  or  dentists, 
whether  for  individual  or  group  prac¬ 
tice. 

(c)  The  term  “health  maintenance 
organization”  is  defined  vmder  section 
1531(5)  of  the  Act  to  have  the  same 
meaning  as  such  term  has  in  regula¬ 
tions  prescribed  under  section  1122  of 
the  Social  Security  Act.  Such  regula¬ 
tions  (42  CFR  100.102(f))  define  the 
term  “health  maintenance  organiza¬ 
tion”  to  mean  a  public  or  private  orga¬ 
nization,  organi^d  under  the  laws  of 
any  State,  which 

( 1 )  Provides  or  otherwise  makes 
available  to  enrolled  participants 
health  care  services,  including  at  least 
the  following  basic  health  care  ser¬ 
vices:  Usual  physican  services,  hospi¬ 
talization,  laboratory.  X-ray,  emergen¬ 
cy  and  preventive  services,  and  out-of¬ 
area  coverage; 

(2)  Is  compensated  (except  for  co¬ 
payments)  for  the  provision  of  the 
basic  health  care  services  listed  in 
paragraph  (c)(1)  of  this  section  to  en¬ 
rolled  participants  on  a  predetermined 
periodic  rate  basis;  and 

(3)  Provides  physicians’  services  pri¬ 
marily  (i)  directly  through  physicians 
who  are  either  employees  or  partners 
of  such  organization,  or  (11)  through 
arrangements  with  individual  physi¬ 
cians  or  one  or  more  groups  of  physi¬ 
cians  (organized  on  a  group  practice  or 
individual  practice  basis). 

(d)  The  term  “health  maintenance 
organization  for  which  assistance  may 
be  provided  under  Title  XIII”  means  a 
health  maintenance  organization 
which  the  Secretary  determines,  upon 
the  basis  of  an  application  and  the 
submission  of  any  information  and  as¬ 
surances  which  he  finds  necessary, 
may  be  eligible  for  as.sistance  under 
Title  XIII  of  the  Act. 

(e)  The  term  “health  services” 
means  clinically  related  (i.e.,  diagnos¬ 
tic,  treatment,  or  rehabilitative)  ser¬ 
vices,  and  includes  alcohol,  drug  abuse, 
and  mental  health  services. 

(f)  The  term  “institutional  health 
services”  means  health  services  pro¬ 
vided  in  or  through  health  care  facili¬ 
ties  or  health  maintenance  organiza¬ 
tions  and  includes  the  entitles  in  or 
through  which  such  services  are  pro¬ 
vided. 

(g)  The  term  “to  offer,”  when  used 
in  connection  with  health  services, 
means  that  the  health  care  facility  or 
health  maintenance  organization 
holds  itself  out  as  capable  of  provid¬ 
ing,  or  as  having  the  means  for  the 
provision  of,  specified  health  services. 
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(h)  The  term  “person”  means  an  in¬ 
dividual,  a  trust  or  estate,  a  partner¬ 
ship.  a  corporation  (including  associ¬ 
ations.  Joint  stock  companies,  and  in¬ 
surance  companies)  a  State,  or  a  politi¬ 
cal  subdivision  or  instrumentality  (in¬ 
cluding  a  municipal  corporation)  of  a 
State. 

§  122.302  Purpose  and  applicability. 

Section  1513(f)  of  the  Public  Health 
Service  Act  requires  each  health  sys¬ 
tems  agency,  in  order  to  assist  State 
Health  planning  and  development 
agencies  in  carrying  out  their  func¬ 
tions  under  paragraphs  (4)  and  (5)  of 
section  1523(a).  to  review  and  make 
recommendations  to  -the  appropriate 
State  Agency  respecting  the  need  for 
new  institutional  health  services  pro¬ 
posed  to  be  offered  or  developed  in  the 
health  service  area  of  such  health  sys¬ 
tems  agency.  Section  1523(a)  of  the 
Act  requires  that  in  performing  its 
review  functions  under  section  1513(f) 
of  the  Act  or  in  conducting  any  other 
reviews  of  proposed  health  services, 
each  health  systems  agency  shall 
follow  -procedures  and  apply  criteria 
developed  and  published  by  th^  health 
systems  agency  in  accordance  with 
regulations  of  the  Secretary.  This  sub¬ 
part  sets  forth  the  minimum  proce¬ 
dures  and  criteria  to  be  utilized  by 
health  systems  agencies  in  conducting 
such  reviews  and  the  manner  in  which 
such  procedures  and  criteria  shall  be 
developed  and  published. 

§  122.303  General. 

Except  as  provided  in  §  122.307,  each 
health  systems  agency  shall  utilize 
review  procedures  and  criteria  which 
meet  the  requirements  of  §§  122.306 
and  122.308.  respectively,  when  con¬ 
ducting  reviews  of  new  institutional 
health  services  and  other  reviews  of 
proposed  health  services.  The  public 
shall  be  given  notice  of  such  review 
procedures  and  criteria  in  accordance 
with  the  requirements  of  §  122.305.  In 
addition,  in  the  case  of  any  proposed 
new  institutional  health  service  for 
the  provision  of  health  services  to  in¬ 
patients.  the  health  systems  agency 
shall  comply  with  the  requirements  of 
§  122.309;  in  the  case  of  any  proposed 
new  institutional  health  service  pro- 
I>osed  for  a  health  maintenance  orgra- 
nization,  the  health  systems  agency 
shall  comply  with  the  requirements  of 
§  122.310. 

§  122.304  New  institutional  health  services 
subject  to  review. 

(a)  All  new  institutional  health  ser¬ 
vices  proposed  to  be  offered  or  devel¬ 
oped  within  the  health  service  area  of 
the  health  systems  agency  shall  be 
subject  to  review  imder  this  subpart. 
For  purposes  of  this  subpart,  “new  in¬ 
stitutional  health  services"  shall  in¬ 
clude; 

(1)  The  construction,  development, 
or  other  establishment  of  a  new 


health  care  facility  or  health  mainte¬ 
nance  organization: 

(2)  Any  expenditure  by  or  on  behalf 
of  a  health  care  facility  or  health 
maintenance  organization  in  excess  of 
$150,000  (or  such  lesser  amount  as  the 
State  may  specify)  which,  under  gen¬ 
erally  accepted  accounting  principles 
consistently  applied,  is  a  capital  ex¬ 
penditure,  except  that  this  subpart 
shall  not  apply  to  expenditures  for  (i) 
site  acquisitions;  (ii)  acquisitions  of  ex¬ 
isting  health  care  facilities  and  health 
maintenance  organizations;  or  (iii)  ex¬ 
penditures  solely  for  the  termination 
or  reduction  of  beds  or  of  a  health  ser¬ 
vice;  unless  included  by  the  State  in  its 
scope  of  coverage.  Where  a  person 
makes  an  acquisition  by  or  on  behalf 
of  a  health  care  facility  or  health 
maintenance  organization  under  lease 
or  comparable  arrangement,  or 
through  donation,  which  would  have 
required  review  if  the  acquisition  had 
been  by  purchase,  such  acquisition 
shall  be  deemed  a  capital  expenditure 
subject  to  review. 

(3)  A  change  in  the  bed  capacity  of  a 
health  care  facility  or  health  mainte¬ 
nance  organization'  which  increases 
the  total  number  of  beds  (or  distrib¬ 
utes  beds  among  various  categories,  or 
relocates  such  beds  from  one  physical 
facility  or  site  to  another)  by  more 
than  forty  beds  or  more  than  twenty- 
five  percent  of  total  bed  capacity  as 
defined  by  the  State,  whichever  is  less, 
over  a  two-year  period. 

(4)  Health  services,  except  home 
health  services,  which  are  offered  in 
or  through  a  health  care  facility  or 
health  maintenance  organization  and 
which  were  not  offered  on  a  regular 
basis  in  or  through  such  health  care 
facility  or  health  maintenance  organi¬ 
zation  within  the  twelve  month  period 
prior  to  the  time  such  services  would 
be  offered. 

(bKl)  Any  expenditvire  by  or  on 
behalf  of  a  health  care  facility  or 
health  maintenance  organization  in 
excess  of  $150,000  (or  such  lesser 
amount  as  the  State  may  specify) 
made  in  preparation  for  the  offering 
or  development  of  a  new  institutional 
health  service  and  any  arrangement  or 
commitment  made  for  financing  the 
offering  or  development  of  the  new  in¬ 
stitutional  health  service  shall  be  sub¬ 
ject  to  review  imder  this  subpart, 
except  that  the  health  systems  agency 
may  not  review  expenditures  amount¬ 
ing  to  $200,000  or  less  for  feasibility 
surveys  for  health  maintenance  orga¬ 
nizations  which  are  funded  under  sec¬ 
tion  1303  of  the  Act  or  expenditures 
amounting  to  $200,000  or  less  for  plan¬ 
ning  of  health  maintenance  organiza¬ 
tions  which  are  funded  under  section 
1304  of  the  Act.  (2)  Nothing  in  this 
subpart  shaU  preclude  a  health  sys¬ 
tems  agency  from  recommending  that 
a  State  Agency  grant  a  certificate  of 
need  which  permits  expenditures  only 


for  predevelopment  activities,  but  does 
not  authorize  the  offering  or  develop¬ 
ment  of  the  new  institutional  health 
sendee  with  respect  to  which  such  pre¬ 
development  activities  are  proposed. 
Expenditures  in  preparation  for  the 
offering  of  a  new  institutional  health 
service  shall  include  expenditures  for 
architectural  designs,  plans,  working 
drawings,  and  specifications.  §uch  ex¬ 
penditures  may  also  include  those  for 
site  acquisition  and  preliminary  plans, 
studies,  and  survey,  if  these  are  includ¬ 
ed  by  the  State  Agency  in  its  defini¬ 
tion  of  predevelopment  activities,  but 
may  not  include  expenditures  for 
health  maintenance  organization  ac¬ 
tivities  described  in  subparagraph  (1) 
of  this  paragraph. 

§  122.305  Adoption  and  public  notice  of 
review  procedures  and  criteria. 

(a)  Each  health  systems  agency  shall 
adopt  and  review  and  revise  as  neces¬ 
sary,  review  procedures  and  criteria  in 
accordance  with  the  requirements  of 
this  subpart  prior  to  its  revdew  of  new 
institutional  health  services  and  in  ac¬ 
cordance  with  its  Designation  Agree¬ 
ment. 

(b)  Before  adopting  the  revdew  pro¬ 
cedures  and  criteria  required  by  this 
subpart  or  any  revdsions  of  such  proce- 
duires  and  criteria,  the  health  systems 
agency  shall  give  interested  persons  an 
opportunity  to  offer  written  comments 
on  the  procedures  and  criteria,  or  any 
revdsions  thereof,  which  it  proposes  to 
adopt,  as  follows: 

(1)  The  health  systems  agency  shall 
distribute  copies  of  its  proposed  review 
procedures  and  criteria,  and  proposed 
revisions  thereof,  to  the  agencies,  in¬ 
stitutions  and  associations  with  which 
the  agency  must  coordinate  its  activi¬ 
ties  pursuant  to  section  1513(d)  of  the 
Act  and  its  designation  agreement,  to 
units  of  general  local  government 
within  its  health  sendee  area,  to  the 
State  Agency  and  Statewide  Health 
Coordinating  Council  of  each  State  in 
which  all  or  any  part  of  the  agency’s 
health  sendee  area  is  located,  and  to 
health  systems  agencies  designated  for 
contiguous  health  sendee  areas,  and  to 
any  agency  which  establishes  rates  for 
health  care  facilities  or  health  mainte¬ 
nance  organizations  in  its  health  ser¬ 
vice  area. 

(2)  The  health  systems  agency  shall 
publish,  in  one  or  more  newspapers  of 
general  circulation  in  its  health  ser¬ 
vices  area,  a  notice  stating  that  review 
procedures  and  criteria,  or  revisions 
thereof,  have  been  proposed  for  adop¬ 
tion  and  are  available  at  specified  ad¬ 
dresses  for  inspection  and  copying  by 
interested  persons. 

(3)  A  health  systems  agency  may  re¬ 
quest  from  the  Secretary  an  exception 
to  the  requirement  of  §  122.305(bK2). 
Such  request  shall  be  in  writing,  shall 
contain  a  detailed  explanation  of  the 
reasons  for  the  request  and  of  the  sub- 
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stltute  publication  procedures  that  the 
agency  intends  to  follow  if  the  excep¬ 
tion  is  approved.  The  Secretary  may 
grant  such  an  exception  if  he  deter¬ 
mines  that  the  proposed  substitute 
procedures  are  less  costly  or  more  ef¬ 
fective  and  do  not  adversely  and  sub¬ 
stantially  affect  the  rights  of  persons 
affected  by  the  subject  reviews. 

(c)  Each  health  systems  agency  shall 
distribute  copies  of  its  adopted  review 
procedures  and  criteria,  and  any  revi¬ 
sions  thereof,  to  the  agencies  and  or¬ 
ganizations  specified  in  paragraph 
(b)(1)  of  this  s^tion  and  to  the  Secre¬ 
tary,  and  shall  provide  such  copies  to 
other  persons  upon  request. 

§  122.306  Procedures  for  health  systems 
agency  review. 

(a)  The  procedures  adopted  and  uti¬ 
lized  by  a  health  systems  agency  for 
conducting  the  reviews  covered  by  this 
subpart  shall  include  at  least  the  fol¬ 
lowing: 

(1)  Written  notification  to  affected 
persons  of  the  beginning  of  a  review, 
which  shall  include  notification  of  the 
proposed  schedule  for  a  review,  of  the 
period  within  which  a  public  hearing 
during  the  course  of  the  review  may 
be  requested  by  persons  directly  af¬ 
fected  by  the  review  as  defined  in 
paragraph  (a)(7)  of  this  section,  and  of 
the  manner  in  which  notification  will 
be  provided  of  the  time  and  place  of 
any  hearing  so  requested.  For  pur¬ 
poses  of  this  subparagraph,  “affected 
persons”  include,  at  a  minimum,  the 
person  whose  proposal  is  being  re¬ 
viewed,  the  State  Agency  for  each 
State  in  which  all  or  any  part  of  the 
agency’s  health  service  area  is  located, 
health  systems  agencies  serving  con¬ 
tiguous  health  service  areas,  health 
care  facilities  and  health  maintenance 
organizations  located  in  the  health 
service  area  which  provide  institution¬ 
al  health  services,  any  agency  which 
establishes  rates  for  health  care  facili¬ 
ties  or  health  maintenance  organiza¬ 
tions  in  its  health  service  area,  and 
those  members  of  the  public  who  are 
to  be  served  by  the  proposed  institu¬ 
tional  health  services.  For  purposes  of 
this  subpargraph,  the  date  of  “notifi¬ 
cation”  is  the  date  on  which  the  notice 
is  sent  or  the  date  on  which  the  notice 
appears  in  a  newspaper  of'  general  cir¬ 
culation,  whichever  is  later.  Written 
notification  to  members  of  the  public 
may  be  provided  through  newspapers 
of  general  circulation  in  the  area  and 
public  information  channels;  notifica¬ 
tion  to  all  other  affected  persons  shall 
be  by  mail  (which  may  be  as  part  of  a 
newsletter). 

(2) (i)  With  respect  to  reviews  of  pro¬ 
posed  new  institutional  health  services 
pursuant  to  section  lS13(f)  of  the  Act, 
schedules  for  reviews  which  provide 
that  no  such  review  shall  take  longer 
than  the  period  specified  in  accor¬ 
dance  with  42  CFR  123.407(a)(2)  by 


the  State  Agency  of  the  State  in 
which  the  new  institutional  health 
service  is  proposed  to  be  offered  or  de¬ 
veloped,  except  that  in  the  case  of  re¬ 
views  imder  section  1122  of  the  Social 
Security  Act,  schedules  for  reviews 
shall  be  in  accordance  with  42  CFR 
100.106,  which  govern  the  State  Agen¬ 
cy’s  procedures  for  review  under  sec¬ 
tion  1122  agreements. 

(il)  With  respect  to  other  reviews  of 
proposed  health  services,  schedules  for 
reviews  which  provide  that  no  review 
shall,  to  the  extent  practicable,  take 
longer  than  90  days  from  the  date  of 
notification  made  in  accordance  with 
pararaph  (a)(1)  of  this  section  to  the 
date  of  the  written  findings  made  in 
accordance  with  paragraph  (a)(5)  of 
this  section. 

(3)  P*rovision  for  persons  subject  to  a 
review  to  submit  to  the  health  systems 
agency  in  such  form  and  manner,  and 
containing  such  information,  as  the 
agency  shall  prescribe  and  publish, 
such  information  as  the  agency  may 
require  concerning  the  subject  of  such 
review.  Such  information  require¬ 
ments  may  vary  according  to  the  pur¬ 
pose  for  which  a  particular  review  is 
being  conducted  or  the  type  of  health 
service  being  reviewed;  Provided,  That 
the  health  systems  agency  may  re¬ 
quire  no  information  of  a  person  sub¬ 
ject  to  a  review  which  is  not  prescribed 
and  published  as  being  required. 

(4)  Submission  of  periodic  reports  by 
providers  of  health  services  and  other 
persons  subject  to  health  systems 
agency  review  under  this  subpart  re¬ 
specting  the  development  of  proposals 
subject  to  review. 

(5>  Provision  for  written  finds  (in¬ 
cluding,  as  appropriate,  the  findings 
required  under  §§  122.309  and  122.310 
which  state  the  basis  for  any  final  de¬ 
cision  or  recommendation  made  by  the 
health  systems  agency.  The  health 
systems  agency  may  make  its  recom¬ 
mendations  conditional  if  the  estab¬ 
lished  State  program  does  not  prohibit 
such  a  procedure.  Such  findings  shall 
be  sent  to  the  person  proposing  the 
new  institutional  health  service  and  to 
the  State  Agency  for  the  State  in 
which  the  new  institutional  health 
service  is  proposed  to  be  offered  or  de¬ 
veloped,  and  shall  be  available  to 
others  upon  request.  In  the  case  of  a 
new  institutional  health  service  pro¬ 
posed  by  a  health  maintenance  organi¬ 
zation,  these  written  findings  shall 
also  be  sent  to  the  appropriate  Region¬ 
al  Office  of  the  Department  of  Health, 
Education,  and  Welfare  at  the  time 
these  are  sent  to  the  person  proposing 
the  new  institutional  health  service. 

(6)  Notification,  upon  request,  of 
providers  of  health  services  and  other 
persons  subject  to  health  systems 
agency  review  under  this  subpart  of 
the  status  of  the  agency  review  of  the 
proposals  subject  to  review,  findings 
made  in  the  course  of  such  review,  and 


other  appropriate  information  respect¬ 
ing  such  review. 

(7)  Provision  for  public  hearing  in 
the  course  of  agency  review  if  request¬ 
ed  by  one  or  more  persons  directly  af¬ 
fected  by  the  review.  The  agency  must 
provide  for  a  reasonable  period  from 
the  date  of  written  notification  of  the 
beginning  of  a  review  (see  paragraph 
(a)(1)  of  this  section)  within  which  a 
public  hearing  dviring  the  course  of 
the  review  may  be  requested  by  per¬ 
sons  directly  affected  by  the  review. 
The  agency  may  not  impose  fees  for 
such  a  hearing.  For  purposes  of  this 
subparagrah,  “persons  directy  affect¬ 
ed”  by  the  review  include,  at  a  mini¬ 
mum,  the  person  whose  proposal  is 
being  reviewed;  members  of  the  public 
who  are  to  be  served  by  the  proposed 
new  institutional  health  services; 
health  care  facilities  and  health  main¬ 
tenance  organizations  located  in  the 
health  service  area  of  the  agency 
which  provides  services  similar  to  the 
proposed  services  under  review;  health 
care  facilities  and  health  maintenance 
organizations  which,  prior  to  receipt 
by  the  agency  of  the  proposal  being 
reviewed,  have  formally  indicated  an 
intention  to  provide  such  similar  ser¬ 
vices  in  the  future,  either  through  the 
filing  of  a  letter  of  intent  or  by  adop¬ 
tion  of  a  plan;  and  any  agency  which 
establishes  rates  for  health  care  facili¬ 
ties  or  health  maintenance  organiza¬ 
tions  located  in  the  health  service  area 
in  which  the  service  is  proposed  to  be 
offered  or  developed.  Where  such  a 
hearing  is  requested,  the  agency  shall, 
prior  to  such  hearing,  provide  notice 
of  such  hearing,  in  accordance  with  its 
procedure  adopted  pursuant  to  para¬ 
graph  (a)(1)  of  this  section.  'The  proce¬ 
dure  for  a  hearing  must  provide  an  op¬ 
portunity  for  any  person  to  present 
testimony. 

(8)  Provision,  that  any  person  may, 
for  good  cause  shown,  request  in  writ¬ 
ing  a  public  hearing  for  purposes  of  re¬ 
consideration  of  a  health  systems 
agency  decision.  The  agency  may  not 
impose  fees  for  such  a  hearing.  For 
purposes  of  this  subparagraph,  an 
agency  recommendation  pursuant  to 
sectionl513(f)  is  not  a  decision.  A  re¬ 
quest  for  a  public  hearing  shall  be 
deemed  by  the  health  systems  agency 
to  have  shown  good  cause  if  it  (i)  pre¬ 
sent  significant  relevant  information 
not  previously  considered  by  the 
health  systems  agency,  (li)  demon¬ 
strates  that  there  have  been  signifi¬ 
cant  changes  in  factors  or  circum¬ 
stances  relied  upon  by  the  health  sys¬ 
tems  agency  in  reaching  its  decision, 
(lii)  demonstrates  that  the  health  sys¬ 
tems  agency  has  materially  failed  to 
follow  its  adopted  procedures  in  reach¬ 
ing  its  decision,  or  (iv)  provides  such 
other  basis  for  a  public  hearing  as  the 
health  systems  agency  determines  con¬ 
stitutes  good  cause.  To  be  effective,  a 
request  for  such  a  hearing  shall  be  re- 
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ceived  within  30  days  of  the  health 
systems  agency  decision,  and  the  hear¬ 
ing  shall  commence  within  30  days 
after  the  receipt  of  the  request;  except 
that  where  any  different  time  period 
for  such  procediu-es  are  established  by 
State  law  governing  the  practices  and 
procedures  of  the  health  systems 
agency,  the  latter  shall  govern.  Notifi¬ 
cation  of  such  a  public  hearing  shall 
be  sent,  prior  to  the  date  of  the  hear¬ 
ing.  to  the  person  requesting  the  hear¬ 
ing  and  to  the  person  proposing  the 
new  health  service,  and  shall  be  sent 
to  others  upon  request.  The  health 
systems  agency  shall  make  written 
findings  which  state  the  basis  for  its 
decision  within  45  days  after  the  con¬ 
clusion  of  such  hearing,  except  that 
where  any  different  time  period  is  re¬ 
quired  by  State  law  governing  the 
practices  and  procedures  of  adminis¬ 
trative  agencies,  the  latter  shall 
govern.  A  decision  of  the  health  sys¬ 
tems  agency  following  a  public  hear¬ 
ing  under  this  subparagraph  shall  be 
considered  a  decision  of  the  health 
systems  agency  for  purposes  of  sub- 
paragraphs  (5).  (6),  and  (9)  of  this 
paragn^h. 

(9)  Preparation  and  publication,  at 
least  annually,  of  reports  by  the 
health  systems  agency  of  the  reviews 
being  conducted  (including  a  state¬ 
ment  concerning  the  status  of  each 
such  review)  and  of  the  reviews  com¬ 
pleted  by  the  agency  since  the  publica¬ 
tion  of  the  last  report  and  a  general 
statement  of  the  findings  and  deci¬ 
sions  made  in  the  course  of  such  re¬ 
views. 

(10)  Access  by  the  general  public  to 
all  applications  reviewed  by  the  health 
systems  agency  and  to  all  other  writ¬ 
ten  materials  pertinent  to  any  agency 
review. 

(11)  In  the  case  of  construction  pro¬ 
jects,  submission  to  the  health  sys¬ 
tems  agency  by  the  persons  proposing 
such  projects  of  letters  of  intent  in 
such  detail  and  in  such  form  as  may 
be  necessary  to  inform  the  agency  of 
the  scope  and  nature  of  the  projects  at 
the  earliest  possible  opportunity  in 
the  course  of  planning  of  such  con¬ 
struction  projects. 

(b)  Procedures  adopted  for  re\iews 
in  accordance  with  paragraph  (a)  of 
this  section  may  vary  according  to  the 
purpose  for  which  a  particular  review 
is  being  conducted  or  the  type  of 
health  service  being  reviewed. 

(c)  The  procedures  shall  provide 
that  the  requirements  of  Paragraph 
(a)(1)  of  this  section  shall  be  deemed 
satisfied  if  the  State  Agency,  in  pro¬ 
viding  notice  of  the  beginning  of  the 
review  in  accordance  with  42  CFR 
123.407(a)(1),  provides  the  information 
described  in  paragraph  (a)(1)  of  this 
section. 

(d)  The  Procedures  may  provide  that 
the  requirements  of  subparagraphs 

(3),  (4),  or  (11)  of  paragraph  (a)  of  this 
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section  shall  be  deemed  satisfied  if  the 
State  Agency  has  provided  for  the  cor¬ 
responding  procedure  found  at  42 
CFR  123.407(a)  (3),  (4),  or  (14). 

§  122.307  Exceptions  to  use  of  procedures. 

After  following  the  procedure  set 
forth  in  S  122.305(b),  an  agency  may. 
with  respect  to  any  type  or  group  of 
reviews,  request  from  the  Secretary  an 
exception  to  the  requirement  of 
S  122.303  that  it  utilize  review  proce¬ 
dures  which  meet  the  requirements  of 
§  122.306.  Such  request  shall  be  in 
writing,  shall  contain  a  detailed  expla¬ 
nation  of  the  reasons  for  the  request 
and  of  the  substitute  review  proce¬ 
dures  that  the  agency  intends  to 
follow  if  the  exception  is  approved, 
and  shall  be  accompanied  by  copies  of 
all  written  comments  submitted  uinder 
S  122.305(b)  to  the  agency  with  respect 
to  the  request  for  an  exception.  The 
Secretary  may  grant  such  an  excep¬ 
tion  if  he  determines  that  the  pro¬ 
posed  substitute  procedures  are  less 
costly  or  more  effective,  are  consistent 
with  the  piirposes  of  the  Act,  and  do 
not  adversely  and  substantially  affect 
the  rights  of  persons  affected  by  the 
subject  review.  The  health  systems 
agency  shall  distribute  copies  of  sub¬ 
stitute  procedures  approved  by  the 
Secretary  in  accordance  with  the  re¬ 
quirements  of  §  122.305(c) 

§  122.308  Criteria  for  health  systems 
agency  review. 

(а)  The  health  systems  agency  shall 
adopt,  and  utilize  as  appropriate,  spe¬ 
cific  criteria  for  conducting  the  re¬ 
views  covered  by  this  subpart.  The  cri¬ 
teria  shall  include  at  least  the  general 
considerations  listed  below,  but  in  the 
case  of  health  maintenance  organiza¬ 
tions  for  which  assistance  may  be  pro¬ 
vided  under  Title  XIII  the  consider¬ 
ations  shall  be  limited  to  those  set 
forth  in  subparagraph  (10). 

(1)  The  relationship  of  the  health 
services  being  reviewed  to  the  applica¬ 
ble  health  systems  plan  and  annual 
implementation  plan  adopted  pursu¬ 
ant  to  section  1513(b)  (2)  and  (3),  re¬ 
spectively,  of  the  Act. 

(2)  The  relationship  of  services  re¬ 
viewed  to  the  long-range  development 
plan  (if  any)  of  the  person  providing 
or  proposing  such  services. 

(3)  The  need  that  the  population 
served  or  to  be  served  by  such  services 
has  for  such  services. 

(4)  The  availability  of  less  costly  or 
more  effective  alternative  methods  of 
providing  such  services. 

(5)  The  immediate  and  long-term  fi¬ 
nancial  feasibility  of  the  propossil,  as 
well  as  the  probable  impact  of  the  pro¬ 
posal  on  the  costs  of  and  charges  for 
proxiding  health  services  by  the 
person  proposing  the  new  institutional 
health  service. 

(б)  The  relationship  of  the  services 
proposed  to  be  provided  to  the  exist¬ 


ing  health  care  sjrstem  of  the  area  in 
which  such  services  are  proposed  to  be 
provided. 

(7)  The  availability  of  resovu^es  (in¬ 
cluding  health  manpower,  manage¬ 
ment  personnel,  and  funds  for  capital 
and  operating  needs)  for  the  provision 
of  the  services  proposed  to  be  provided 
and  the  availability  of  alternative  uses 
of  such  resources  for  the  provision  of 
other  health  services. 

(8)  The  relationship,  including  the 
organizational  relationship,  of  the 
health  services  proposed  to  be  pro¬ 
vided  to  ancilary  or  support  services. 

(9)  The  special  needs  and  circum¬ 
stances  of  those  entities  which  provide 
a  substantial  portion  of  their  services 
or  resources,  or  both,  to  individuals 
not  residing  in  the  health  service  areas 
in  which  the  entities  are  located  or  in 
adjacent  health  service  areas.  Such  en¬ 
tities  may  include  medical  and  other 
health  professions  schools,  multidisci¬ 
plinary  clinics  and  specialty  centers. 

(10)  The  special  needs  and  circum¬ 
stances  of  health  maintenance  organi¬ 
zations  for  which  assistance  may  be 
provided  under  Title  XIII  of  the  Act. 
Such  needs  and  circumstances  shall  be 
limited  to: 

(i)  The  needs  of  enrolled  members 
and  reasonably  anticipated  new  mem¬ 
bers  of  the  health  maintenance  orga¬ 
nization  or  proposed  health  mainte¬ 
nance  organization  for  the  new  institu¬ 
tional  health  service  proposed  to  be 
provided  by  the  organiration. 

(11)  The  availability  of  the  new 
health  services  from  non-health  main¬ 
tenance  organization  providers  in  a 
reasonable  and  cost-effective  manner 
which  is  consistent  with  the  basic 
method  of  operation  of  the  health 
maintenance  organization  or  proposed 
health  maintenance  organization,  in 
assessing  the  availability  of  these 
health  services  from  non-health  main¬ 
tenance  organization  providers,  the 
agency  shall  consider  only  whether 
the  services  from  these  providers: 

(A)  Would  be  available  under  a  con¬ 
tract  of  at  least  five  years  duration 
with  a  non-health  maintenance  orga¬ 
nization  provider, 

(B)  Would  be  available  and  conve¬ 
niently  accessible  through  physicians 
and  other  health  professionals  associ¬ 
ated  with  the  health  maintenance  or¬ 
ganization  or  proposed  health  mainte¬ 
nance  organization.  (For  example— 
whether  physicians  associated  with 
the  health  maintenance  organization 
have  or  will  have  full  staff  privileges 
at  a  non-health  maintenance  organiza¬ 
tion  hospital); 

(C)  Would  cost  no  more  than  if  the 
services  were  provided  by  the  health 
maintenance  organization;  and 

(D)  Would  be  available  in  a  manner 
which  is  administratively  feasible  to 
the  health  maintenance  organization 
or  proposed  health  maintenance  orga¬ 
nization. 
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(iii)  Any  other  factors  which  the 
health  systems  agency  may  propose 
and  the  Secretary  may,  in  accordance 
with  paragraph  (c)  of  this  section,  find 
to  be  consistent  with  the  purpose  of 
Title  XIII  of  the  Act. 

(11)  The  special  needs  and  circum¬ 
stances  of  biomedical  and  behavioral 
research  projects  which  are  designed 
to  meet  a  national  need  and  for  which 
local  conditions  offer  special  advan¬ 
tages. 

(12)  In  the  case  of  a  construction 
project— 

(i)  the  costs  and  methods  of  the  pro¬ 
posed  construction,  including  the  costs 
and  methods  of  energy  provision,  and 

(il)  The  probable  impact  of  the  con¬ 
struction  project  reviewed  on  the  costs 
of  providing  health  services  by  the 
person  proposing  such  construction 
project. 

(b)  Criteria  adopted  for  reviews  in 
accordance  with  paragraph  (a)  of  this 
section  may  vary  according  to  the  pur¬ 
pose  for  which  a  particular  review  is 
being  conducted  or  the  type  of  health 
service  reviewed. 

(c)  Where  a  health  systems  agency 
proposed  under  paragraph  (a)(10)(iii) 
of  this  section  that  it  be  permitted  to 
base  its  reviews  of  health  maintenance 
organizations  on  critierla  which  con¬ 
sider  factors  not  set  forth  in  para¬ 
graph  (a)(10)  of  this  section,  it  shall 
do  so  in  a  written  request  to  the  Secre¬ 
tary.  specifying  the  reasons  for  the 
proposal.  The  Secretary  will  approve 
the  request  if  he  finds  the  additional 
factors  to  be  consistent  with  the  pur¬ 
pose  of  Title  XIII  of  the  Act.  Unless 
the  Secretary  has  approved  the  addi¬ 
tional  factors,  the  health  systems 
agency  shall  base  its  review  solely  on 
the  factors  set  forth  in  paragraph 

(a)(10)  of  this  section. 

§  122.309  Inpatient  facilities;  required 
flndings. 

In  the  case  of  any  proposed  new  in¬ 
stitutional  health  service  for  the  pro¬ 
vision  of  the  health  services  to  inpa¬ 
tients,  a  health  systems  agency  shall 
not  recommend  that  a  State  grant  a 
certificate  of  need  under  its  certificate 
of  need  program,  or  otherwise  make  a 
finding  that  such  proposed  new  insti¬ 
tutional  health  service  is  needed, 
unless,  after  consideration  of  the  ap¬ 
propriateness  of  the  use  of  existing  fa¬ 
cilities  providing  inpatient  services 
similar  to  those  being  proposed,  the 
health  systems  agency  makes  each  of 
the  following  findings  in  writing: 

(a)  That  superior  alternatives  to 
such  inpatient  services  in  terms  of 
cost,  efficiency,  and  appropriateness 
do  not  exist  and  that  the  development 
of  such  alternatives  is  not  practicable. 

(b)  That  in  the  case  of  new  construc¬ 
tion,  alternatives  to  new  construction 
(e.g.,  modernization  or  sharing  ar¬ 
rangements)  have  been  considered  and 
have  been  implemented  to  the  maxi¬ 
mum  extent  practicable; 


(c)  That  patients  will  experience  se¬ 
rious  problems  in  terms  of  cost,  avail¬ 
ability.  or  accessibility,  or  such  other 
problems  as  may  be  identified  by  the 
reviewing  agency,  in  obtaining  inpa¬ 
tient  care  of  the  type  proposed  in  the 
absence  of  the  proposed  new  service. 

(d)  That  in  the  case  of  a  proposal  for 
the  addition  of  beds  for  the  provision 
of  skilled  nursing  or  intermediate  care, 
the  relationship  of  the  addition  to  the 
plans  of  agencies  of  the  State  respon¬ 
sible  for  providing  suid  financing  long¬ 
term  care  (including  home  health  ser¬ 
vices)  has  been  considered. 

§  122.310  Health  maintenance  organiza¬ 
tions;  required  findingfs.] 

(a)  In  the  case  of  any  new  institu¬ 
tional  health  service  proposed  to  be 
provided  by  or  through  a  health  main¬ 
tenance  organization,  a  health  systems 
agency  shall  not  recommend  that  a 
State  Agency  deny  a  certificate  of 
need  with  respect  to  such  service  (or 
otherwise  make  a  finding  under  this 
subpart  that  such  service  is  not 
needed);  (1)  in  those  cases  (i)  when  the 
State  Agency  has  grranted  a  certificate 
of  need  which  authorized  the  develop¬ 
ment  of  the  service,  or  expenditures  in 
preparation  for  such  offering  or  devel¬ 
opment  (or  has  otherwise  made  a  find¬ 
ing  that  such  development  or  expendi¬ 
ture  is  needed),  and  (ii)  when  the  of¬ 
fering  of  this  new  Institutional  health 
service  will  be  consistent  with  the 
basic  objectives,  time  schedules,  and 
plans  of  the  previously  approved  appli¬ 
cation.  or  (2)  solely  because  there  is  a 
health  maintenance  organization  of 
the  same  type,  as  specified  in  section 
1310(b)  of  the  Act,  in  the  same  area,  or 
solely  because  the  services  being  re¬ 
viewed  are  not  discussed  in  the  appli¬ 
cable  health  systems  plan,  annual  im¬ 
plementation  plan,  State  health  plan, 
or  State  medical  facilities  plan. 

(b)  In  the  case  of  any  new  institu¬ 
tional  health  service  proposed  to  be 
provided  by  or  through  a  health  main¬ 
tenance  organization  for  which  assis¬ 
tance  may  be  provided  under  Title 
XIII  of  the  Act,  a  health  systems 
agency  shall  not  recommend  that  a 
State  Agency  deny  a  certificate  of 
need  with  respect  to  the  service. 

(1)  Unless  the  health  systems  agency 
determines  that  the  service  Is: 

(1)  Not  needed  by  the  enrolled  or 
reasonably  anticipated  new  members 
of  the  health  maintenance  organiza¬ 
tion  or  proposed  health  maintenance 
organization  or; 

(il)  Available  from  non-HMO  provid¬ 
ers  in  a  reasonable  and  cost-effective 
manner  which  is  consistent  with  the 
basic  method  of  operation  of  the 
health  maintenance  organization,  in 
accordance  with  §  122.308(a)(10)(il),  or 

(2)  Unless  the  health  systems  agency 
determines  that  the  service  is  not 
needed  under  criteria  based  on  factors 
which  the  Secretary  has  approved  in 
accordance  with  §  122.308(c). 


(c)  In  the  case  of  a  new  institutional 
health  service  which  is  proposed  to  be 
provided  by  or  through  a  health  main¬ 
tenance  organization  for  which  assis¬ 
tance  may  be  provided  under  Title 
XIII  of  the  Act  and  which  consists  of 
(or  includes)  the  construction,  devel¬ 
opment  or  establishment  of  a  new  in¬ 
patient  health  care  facility,  a  health 
systems  agency  shall  recommend  that 
the  State  Agency  deny  a  certificate  of 
need  for  the  service  if,  in  addition  to 
making  one  of  the  determinations  set 
forth  in  paragraph  (b)  of  this  section, 
it  determines  that  utilization  of  the  fa¬ 
cility  by  members  of  the  applicant  will 
not  account  for  at  least  75  percent  of 
the  annual  in-patient  days  of  the  pro¬ 
posed  facility. 


PART  123— STATE  HEALTH  PLAN¬ 
NING  AND  DEVELOPMENT  AGEN¬ 
CIES 

2.  Part  123  of  Title  42.  CPR,  is 
amended  by  revising  Subpart  E  to  read 
as  follows: 

Subpart  E — Cartifkota  of  Nood  and  Raviaw  of 
Now  Institutional  Hoolth  Sorvkos 

123.401  Definitions. 

123.402  Purpose  and  applicability. 

123.403  General. 

123.404  New  institutional  health  services 
subject  to  review. 

123.405  Enforcement. 

123.406  Adoption  and  pubic  notice  of 
review  procedures  and  criteria. 

123.407  Procedure  for  State  Agency  review. 

123.408  Exceptions  to  use  of  procedures. 

123.409  Criteria  for  State  Agency  review. 

123.410  Inpatient  facilities;  required  find¬ 
ings. 

123.411  Health  maintenance  organizations; 
required  finding. 

Authority:  Sec.  215,  58  Stat.  690  (42 
U.S.C.  216);  secs.  1523,  1532  of  the  Public 
Health  Service  Act,  88  Stat.  2246,  2251. 

§  123.401  Definitions. 

In  addition  to  the  terms  defined  in 
subpart  A  of  this  Part,  as  used  in  this 
subpart: 

(a)  The  term  “to  develop,”  when 
used  in  connection  with  health  ser¬ 
vices,  means  to  undertake  those  actM- 
ties  which  on  their  completion  will 
result  in  the  offer  of  a  new  institution¬ 
al  health  service  or  the  incurring  of  a 
financial  obligation,  as  defined  under 
applicable  State  law,  in  relation  to  the 
offering  of  such  a  service. 

(b)  The  term  “health  care  facility”  is 
defined  imder  section  1531(5)  of  the 
Act  to  have  the  same  meaning  as  such 
term  has  in  regulations  prescribed 
under  section  1122  of  the  Social  Secu¬ 
rity  Act.  Such  regulations  (42  CFR 
100.102(e))  define  the  term  “health 
care  facility”  as  including  hospitals, 
psychiatric  hospitals,  tuberculosis  hos¬ 
pitals,  skilled  nursing  facilities,  kidney 
disease  treatment  centers,  including 
freestanding  hemodialysis  units,  inter¬ 
mediate  care  facilities,  and  ambulatory 
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surgical  facilities,  but  does  not  include 
Christian  Science  sanatorium  operat¬ 
ed,  or  listed  and  certified  by  the  First 
Church  of  Christ  Scientist,  Boston, 
Massachusetts.  Such  regulations  also 
provide  that: 

(1)  The  term  "hospital"  means  an  in¬ 
stitution  which  is  primarily  engaged  in 
providing  to  inpatients,  by  or  under 
the  supervision  of  physicians,  diagnos¬ 
tic  services  and  therapeutic  services 
for  medico  diagnosis,  treatment,  and 
care  of  injured,  disabled,  or  sick  per¬ 
sons,  or  rehabilitation  services  for  the 
rehabilitation  of  injured,  disabled,  or 
sick  persons.  Such  term  does  not  in¬ 
clude  psychiatric  and  tuberculosis  hos¬ 
pitals. 

(2)  The  term  “psychiatric  hospital" 
means  an  institution  which  is  primar¬ 
ily  engaged  in  providing  to  inpatients, 
by  or  luider  the  supervision  of  a  physi¬ 
cian,  psychiatric  services  for  the  diag¬ 
nosis  and  treatment  of  mentally  ill 
persons. 

(3)  The  term  “tuberculosis  hospital" 
means  an  institution  which  is  primar¬ 
ily  engaged  in  providing  to  inpatients, 
by  or  under  the  sui>ervision  of  a  physi¬ 
cian,  medical  services  for  the  diagnosis 
and  treatment  of  tuberculosis. 

(4)  The  term  “skilled  nursing  facili¬ 
ty"  means  an  institution  or  a  distinct 
part  of  an  institution  which  is  primar¬ 
ily  engaged  in  providing  to  inpatients 
skilled  musing  care  and  related  ser¬ 
vices  for  patients  who  require  medical 
or  niusing  care,  or  rehabilitation  ser¬ 
vices  for  the  rehabilitation  of  injured, 
disabled,  or  sick  persons. 

(5)  The  term  “intermediate  care  fa¬ 
cility"  means  an  institution  which  pro¬ 
vides,  on  a  regtilar  basis,  health-relat¬ 
ed  care  and  services  to  individuals  who 
do  not  require  the  degree  of  care  and 
treatment  which  a  hospital  or  skilled 
nursing  facility  is  designed  to  provide, 
but  who  because  of  their  mental  or 
physical'  condition  require  health  re¬ 
late  care  and  services  (above  the  level 
of  room  and  board).  . 

(6)  The  term  “ambulatory  siu^cal 
facility"  means  a  facility,  not  a  part  of 
a  hospital,  which  provides  sm^cal 
treatment  to  patients  not  requiring 
hospitalization.  Such  term  does  not  in¬ 
clude  the  offices  of  private  physicians 
or  dentists,  whether  for  individual  or 
group  practice. 

(c)  The  term  “health  maintenance 
organization"  is  defined  under  section 
1531(5)  of  the  Act  to  have  the  same 
meaning  as  such  term  has  in  regula¬ 
tions  prescribed  under  section  1122  of 
the  Social  Seciuity  Act.  Such  regula¬ 
tions  (42  (JFR  100.102(f))  define  the 
term  “health  maintenance  organiza¬ 
tion"  to  mean  a  public  or  private  orga¬ 
nization,  organized  under  the  laws  of 
any  State,  which: 

(1)  Provides  or  otherwise  makes 
available  to  enrolled  participants 
health  care  services,  including  at  least 
the  following  basic  health  care  ser¬ 


vices:  Usual  physician  services,  hospi¬ 
talization.  laboratory,  x-ray,  emergen¬ 
cy  and  preventive  services,  and  out-of¬ 
area  coverage; 

(2)  Is  compensated  (except  for  co¬ 
payments)  for  the  provision  of  the 
basic  health  care  services  listed  in 
paragraph  (c)(1)  of  this  section  to  en¬ 
rolled  participants  on  a  predetermined 
periodic  rate  basis;  and 

(3)  Provides  physicians’  services  pri¬ 
marily  (i)  directly  through  physicians 
w'ho  are  either  employees  or  partners 
of  such  organization,  or  (ii)  through 
arrangements  with  individual  physi¬ 
cians  or  one  or  more  groups  of  physi¬ 
cians  (organized  on  a  group  practice  or 
individual  practice  basis). 

(d)  The  term  “health  maintenance 
organization  for  which  assistance  may 
be  provided  under  Title  XIII”  means  a 
health  maintenance  organization 
which  the  Secretary  determines,  upon 
the  basis  of  an  application  and  the 
submission  of  any  information  and  as¬ 
surances  which  he  finds  necessary, 
may  be  eligible  for  assistance  under 
■ntle  XIII  of  the  Act. 

(e)  The  term  “health  services" 
means  clinically  related  (i.e.,  diagnos¬ 
tic,  treatment,  or  rehabilitative)  ser¬ 
vices,  and  includes  alcohol,  drug  abuse, 
and  nr  ontal  health  services. 

(f)  The  term  “institutional  health 
services”  means  health  services  pro¬ 
vided  in  or  through  health  care  facili¬ 
ties  or  health  maintenance  organiza¬ 
tions  and  includes  the  entities  in  or 
through  which  such  services  are  pro¬ 
vided. 

(g)  The  term  “to  offer,”  when  used 
in  connection  with  health  services, 
means  that  the  health  care  facility  or 
health  maintenance  organization 
holds  itself  out  as  capable  of  provid¬ 
ing,  or  as  having  the  means  for  the 
provision  of,  specified  health  services. 

(h)  The  term  “person”  means  an  in¬ 
dividual.  a  trust  or  estate,  a  partner¬ 
ship,  a  corporation  (including  associ¬ 
ations,  joint  stock  companies,  and  in¬ 
surance  companies)  a  State,  or  a  politi¬ 
cal  subdivision  or  instrumentality  (in¬ 
cluding  a  municipal  corporation)  of  a 
State. 

§  123.402  Purpose  and  applicability. 

(a)  (1)  Section  1523(aK4KB)  of  the 
Public  Health  Service  Act  requires 
each  State  health  planning  and  devel¬ 
opment  agency  to  administer  a  State 
certificate  of  need  program  which  ap¬ 
plies  to  new  institutional  health  ser¬ 
vices  proposed  to  be  offered  or  devel¬ 
oped  within  the  State  and  which  Is 
satisfactory  to  the  Secretary.  The  pxir- 
pose  of  this  subpart  is  to  set  forth  the 
requirements  and  standards  that  a 
State  certificate  of  need  program  must 
meet  In  order  for  the  Secretary  to  find 
it  satisfactory.  A  State  certificate  of 
need  program  may  include  additional 
provisions  not  inconsistent  with  the 
requirements  of  this  subpart. 


(2)  Section  1523(a)(5)  of  the  Act  re¬ 
quires  each  State  Agency,  after  consid¬ 
eration  of  recommendations  submitted 
by  health  systems  agencies  imder  sec¬ 
tion  1513(f)  of  the  Act  and  42  CFR 
Part  122,  Subpart  D,  to  make  findings 
as  to  the  need  for  new  Institutional 
health  services  proposed  to  be  offered 
within  the  State.  This  subpart  also 
sets  forth  the  requirements  and  stan¬ 
dards  for  State  reviews  luider  section 
1523(a)(5). 

(3)  Section  1532(a)  of  the  Act  re¬ 
quires  that  in  performing  its  review 
functions  under  section  1523  of  the 
Act  (which  include  reviews  conducted 
pursuant  to  section  1523(a)  (4)(B)  and 
(5)),  each  State  Agency  shall  (except 
to  the  extent  approved  by  the  Secre¬ 
tary)  follow  procedures  and  apply  cri¬ 
teria  developed  and  published  by  the 
State  Agency  in  accordance  with  regu¬ 
lations  of  the  Secretary.  This  subpart 
sets  forth  requirements  respecting 
such  procedures  and  criteria. 

(b)  The  regulations  of  this  subpart 
are  applicable  to  State  certificate  of 
need  programs  under  section 
1523(a)(4KB)  of  the  Act  and,  except 
for  §  123.405  (Enforcement),  to  reviews 
for  purposes  of  making  findings  as  to 
the  need  for  new  institutional  health 
services  to  be  offered  within  a  State 
under  section  1523(aK5)  of  the  Act. 

§  123.403  General. 

(a)  Each  state  health  planning  and 
development  agency  shall  (1)  adminis¬ 
ter  within  the  State  a  certificate  of 
need  program  meeting  the  require¬ 
ments  of  this  subpart;  Provided,  that 
this  requirement  shall  not  apply  to  a 
State  Agency  of  a  State  until  the  expi¬ 
ration  of  the  first  regular  session  of 
the  legislature  of  the  State  which 
begins  after  January  4, 1975;  and 

(2)  Make  findings  as  to  the  need  for 
new  institutional  health  services  pro¬ 
posed  to  be  offered  or  developed  in  the 
State,  in  accordance  with  the  applica¬ 
ble  requirements  of  this  subpart. 

(b)  The  State  Agency  shall  consider 
recommendations  made  by  health  sys¬ 
tems  agencies  imder  section  1513(f)  of 
the  Act  and  in  accordance  wdth  42 
CFR  Part  122,  Subpart  D,  in  reviewing 
any  proposed  new  institutional  health 
service  under  this  subpart. 

(c)  Except  as  provided  in  §  123.408, 
each  State  Agency  shall  adopt  and  uti¬ 
lize  review  procedures  and  criteria 
which  meet  the  requirements  of 
§  123.407  and  §  123.409,  respectively, 
when  conducting  reviews  of  new  insti¬ 
tutional  health  services.  The  public 
shall  be  given  notice  of  such  review 
procedures  and  criteria  In  accordance 
with  the  requirements  of  S  123.406.  In 
addition,  in  the  case  of  any  proposed 
new  institutional  health  service  for 
the  provision  of  health  services  to  in¬ 
patients,  the  State  Agency  shall 
comply  with  the  requirements  of 
§  123.410;  in  the  case  of  any  new  insti- 
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tutional  health  service  proposed  for  a 
health  maintenance  organization  the 
State  Agency  shall  comply  with  the  re¬ 
quirements  of  §  123.411. 

§  123.404  New  institutional  health  services 
subject  to  review. 

(a)  All  new  institutional  health  ser¬ 
vices  proposed  to  be  offered  or  devel¬ 
oped  within  the  State  by  any  person 
shall  be  subject  to  review  imder  this 
subpart.  For  purposes  of  this  subpart, 
"new  institutional  health  services" 
shall  include: 

(1)  The  construction,  development, 
or  other  establishment  of  a  new 
health  care  facility  or  health  mainte¬ 
nance  organization; 

(2)  Any  expenditure  by  or  on  behalf 
of  a  health  care  facility  or  health 
maintenance  organization  in  excess  of 
$150,000  (or  such  lesser  amount  as  the 
State  may  specify)  which,  under  gen¬ 
erally  accepted  accounting  principles 
consistently  applied,  is  a  capital  ex¬ 
penditure;  except  that  this  subpart 
shall  not  apply  to  expenditures  for  (i) 
site  acquisitions;  (ii)  acquisitions  of  ex¬ 
isting  health  care  facilities  and  health 
maintenance  organizations;  or  (iii)  ex¬ 
penditures  solely  for  the  termination 
or  reduction  of  beds  or  of  a  health  ser¬ 
vice;  unless  included  by  the  State  in  its 
scope  of  coverage.  Where  a  person 
makes  an  acquisition  by  or  on  behalf 
of  a  hefdth  care  facility  or  health 
maintenance  organization  imder  lease 
or  comparable  arrangement,  or 
through  donation,  which  would  have 
required  review  if  the  acquisition  had 
been  by  purchase,  such  acquisition 
shall  be  deemed  a  capital  expenditure 
subject  to  review. 

(3)  A  change  in  bed  capacity  of  a 
health  care  facility  or  health  mainte¬ 
nance  organization  which  increases 
the  total  number  of  beds  (or  distrib¬ 
utes  beds  among  various  categories,  or 
relocates  such  beds  from  one  physical 
facility  or  site  to  another)  by  more 
than  forty  beds  or  more  than  twenty- 
five  percent  of  total  bed  capacity  as 
defined  by  the  State,  whichever  is  less, 
over  a  two-year  period. 

(4)  Health  sendees,  except  home 
health  services,  which  are  offered  in 
or  through  a  health  care  facility  or 
health  maintenance  organization  and 
which  were  not  offered  on  a  regular 
basis  in  or  through  such  health  care 
facility  or  health  maintenance  organi¬ 
zation  within  the  twelve  month  period 
prior  to  the  time  such  services  would 
be  offered. 

(b) (1)  Any  expenditure  by  or  on 
behalf  of  a  health  care  facility  or 
health  maintenance  organization  in 
excess  of  $150,000  (or  such  lesser 
amount  as  the  State  may  specify) 
made  in  preparation  for  the  offering 
or  development  of  a  new  institutional 
health  sendee  and  any  arrangement  or 
commitment  made  for  financing  the 
offering  or  development  of  the  new  in¬ 


stitutional  health  service  shall  be  sub¬ 
ject  to  revdew  under  this  subpart, 
except  that  the  State  Agency  may  not 
revdew  expenditures  amounting  to 
$200,000  or  less  for  feasibility  surveys 
for  health  maintenance  organizations 
which  are  funded  under  section  1303 
of  the  Act  or  expenditures  amounting 
to  $200,000  or  less  for  planning  of 
health  maintenance  organizations 
which  are  funded  under  section  1304 
of  the  Act. 

(2)  Nothing  in  this  subpart  shall  pre¬ 
clude  a  State  Agency  from  granting  a 
certificate  of  need  which  permits  ex¬ 
penditures  only  for  predevelopment 
activities,  but  does  not  authorize  the 
offering  or  development  of  the  new  in¬ 
stitutional  health  sendee  with  respect 
to  which  such  predevelopment  activd- 
ties  are  proposed.  Expenditures  in 
preparation  for  the  offering  of  a  new 
institutional  health  service  shall  in¬ 
clude  expenditures  for  architectural 
designs,  plans,  working  drawings,  and 
specifications.  Such  expenditures  may 
also  include  those  for  site  acquisition 
and  preliminary  plans,  studies,  and 
surveys,  if  these  are  included  by  the 
State  Agency  in  its  definition  of  prede¬ 
velopment  activities,  but  may  not  in¬ 
clude  expenditures  for  health  mainte¬ 
nance  organization  activities  described 
in  subparagraph  (1)  of  this  paragraph. 

(c)  Prior  to  its  revdew  of  new  institu¬ 
tional  health  sendees,  each  State 
Agency  shall  disseminate  to  all  health 
care  facilities  and  health  maintenance 
organizations  within  the  State,  and 
shall  publish  in  one  or  more  newspa¬ 
pers  of  general  ciriculation  in  the 
State,  a  description  of  the  scope  of 
coverage  of  its  program  for  review  of 
new  institutional  health  services.  Such 
description  shall  include,  at  a  mini¬ 
mum,  the  coverage  required  by  para¬ 
graphs  (a)  and  (b)  of  this  section. 
Whenever  the  scope  of  such  coverage 
is  revised,  the  State  Agency  shall  dis¬ 
seminate  and  publish  a  revised  de¬ 
scription  thereof. 

§  123.405  Enforcement 

(a)  The  State  certificate  of  need  pro¬ 
gram  shall  provide  (1)  that  only  those 
new  Institutional  health  sendees 
which  are  found  by  the  State  Agency 
to  be  needed  shall  be  granted  certifi¬ 
cates  of  need,  (2)  that  only  those  new 
institutional  health  sendees  which  are 
granted  certificates  of  need  shall  be 
offered  or  developed  within  the  State, 
(3)  that  no  expenditures  in  excess  of 
$150,000  (or  such  lesser  amount  as  the 
State  may  specify)  in  preparation  for 
the  offering  or  development  of  a  new 
institutional  health  service  shall  be 
made  by  any  person  unless  a  certifi¬ 
cate  of  need  for  such  services  or  ex¬ 
penditures  has  been  granted;  and  (4) 
that  no  arrangement  or  commitment 
for  financing  the  offering  or  develop¬ 
ment  of  the  new  institutional  health 
service  shall  be  made  by  any  person. 


unless  a  certificate  of  need  for  such  ar¬ 
rangement  or  commitment  has  been 
granted. 

(b)  The  State  certificate  of  need  pro¬ 
gram  shall  provdde  sanctions,  such  as 
the  denial  or  revocation  of  a  license  to 
operate,  civil  or  criminal  penalties,  or 
injunctive  relief,  which  the  Secretary 
finds  sufficient  to  assure  compliance 
with  the  provisions  of  paragraph  (a)  of 
this  section. 

§123.406  Adoption  and  public  notice  of 
review  procedures  and  criteria. 

(a)  Each  State  Agency  shall  adopt, 
and  revdew  and  revise  as  necessary, 
revdew  procedures  and  criteria  in  ac¬ 
cordance  with  the  requirements  of 
this  subpart  prior  to  its  revdew  of  new 
institutional  health  services,  and  in  ac¬ 
cordance  with  its  Designation  Agree¬ 
ment. 

(b)  Before  adopting  the  revdew  pro¬ 
cedures  and  criteria  required  by  this 
subpart  or  any  revdsions  of  such  proce¬ 
dures  and  criteria,  the  State  Agency 
shall  give  interested  persons  an  oppor¬ 
tunity  to  offer  written  comments  on 
the  procedures  and  criteria,  or  any  re¬ 
vdsions  thereof,  which  it  proposes  to 
adopt,  as  follows: 

(1)  The  State  Agency  shall  distribute 
copies  of  its  proposed  revdew  proce¬ 
dures  and  criteria,  and  proposed  revd¬ 
sions  thereof,  to  Statewide  health 
agencies  and  organizations,  the 
Statewide  Health  Coordinating  Coun¬ 
cil,  and  each  health  systems  agency 
for  a  health  sendee  area  located  in 
whole  or  in  part  within  the  State,  and 
any  agency  which  establishes  rates  for 
health  care  facilities  or  health  mainte¬ 
nance  organizations  in  the  State. 

(2)  The  State  Agency  shall  publish, 
in  one  or  more  newspapers  of  general 
circulation  in  the  State,  a  notice  stat¬ 
ing  that  revdew  procedures  and  crite¬ 
ria,  or  revdsions  thereof,  have  been 
proposed  for  adoption  and  are  avail¬ 
able  at  specified  addresses  for  inspec¬ 
tion  and  copying  by  interested  per¬ 
sons. 

(3)  A  health  systems  agency  may  re¬ 
quest  from  the  Secretary  an  exception 
to  the  requirement  of  §  122.305(b)(2). 
Such  request  shall  be  in  writing,  shall 
contain  a  detailed  explanation  of  the 
reasons  for  the  request  and  of  the  sub¬ 
stitute  publication  procedures  that  the 
agency  intends  to  follow  if  the  excep¬ 
tion  Is  approved.  The  Secretary  may 
grant  such  an  exception  if  he  deter¬ 
mines  that  the  proposed  substitute 
procedures  are  less  costly  or  more  ef¬ 
fective  and  do  not  adversely  and  sub¬ 
stantially  affect  the  rights  of  persons 
affected  by  the  subject  reviews. 

(c)  Each  State  Agency  shall  distrib¬ 
ute  copies  of  its  adopted  revdew  proce¬ 
dures  and  criteria,  and  any  revdsions 
thereof,  to  the  agencies  and  organiza¬ 
tions  specified  in  paragraph  (bXl)  of 
this  section  and  to  the  Secretary,  and 
shall  provdde  such  copies  to  other  per¬ 
sons  upon  request. 
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§  123.407  Procedures  for  State  Agency 
review. 

(a)  The  procedures  adopted  and  uti¬ 
lized  by  a  State  Agency  for  conducting 
the  reviews  covered  by  this  subpart 
shall  include  at  least  the  following: 

(1)  Written  notification  to  affected 
persons  of  the  beginning  of  a  review, 
which  shall  include  notification  of  the 
proposed  schedule  for  the  review,  of 
the  period  within  which  a  public  hear¬ 
ing  during  the  course  of  the  review 
may  be  requested  by  persons  directly 
affected  by  the  review  as  defined  in 
paragraph  (aK7)  of  this  section,  and  of 
the  manner  in  which  notification  will 
be  provided  of  the  time  and  place  of 
any  hearing  so  requested.  For  pur¬ 
poses  of  this  subparagraph,  “affected 
persons”  include,  at  a  minimum,  the 
person  whose  proposal  is  being  re¬ 
viewed,  the  health  systems  agency  for 
the  health  service  area  in  which  the 
proposed  new  institutional  health  ser¬ 
vice  is  to  be  offered  or  developed, 
health  systems  agencies  serving  con¬ 
tiguous  health  systems  areas,  health 
care  facilities  and  health  maintenance 
organizations  located  in  the  health 
service  area  which  provide  institution¬ 
al  health  services,  any  agency  which 
establishes  rates  for  health  care  facili¬ 
ties  or  health  maintenance  organiza¬ 
tions  in  the  State,  and  those  members 
of  the  public  who  are  to  be  served  by 
the  proposed  new  institutional  health 
services.  For  purposes  of  this  subpara¬ 
graph,  the  date  of  “notification”  is  the 
date  on  which  the  notice  is  sent  or  the 
date  on  which  the  notice  appears  in  a 
newspaper  of  general  circulation, 
whichever  is  later.  Written  notifica¬ 
tion  to  members  of  the  public  may  be 
provided  through  newspapers  of  gen¬ 
eral  circulation  in  such  area  and 
public  information  channels;  notifica¬ 
tion  to  all  other  affected  persons  shall 
be  by  mail  (which  may  be  as  part  of  a 
newsletter). 

(2)  Schedules  for  reviews  which  pro¬ 
vide  that  no  review  shall,  to  the  extent 
practicable,  take  longer  than  90  days 
from  the  date  that  notification  is  sent 
to  all  affected  persons  to  the  date  of 
the  written  findings  made  in  accor¬ 
dance  with  paragraph  (aK5)  of  this 
section:  Provided,  That  in  the  case  of 
a  review  of  a  new  institutional  health 
service  proposed  by  a  health  mainte¬ 
nance  organization,  no  review  shall 
take  longer  than  90  days  from  the 
date  the  application  is  received.  The 
State  Agency  shall  adopt  criteria  for 
determining  when  it  would  not  be 
practicable  to  complete  a  re\iew 
within  90  days.  Where  a  proposed  new 
institutional  health  service  is  to  be 
provided  in  a  health  service  area  for 
wUch  a  health  systems  agency  has 
been  designated,  such  schedule  shall 
set  forth  the  period  within  which  the 
health  systems  agency  must  complete 
its  review  under  section  1513(f)  of  the 
Act  and  42  CFR  Part  122,  subpart  D, 


and  provide  its  recommendation  with 
respect  to  such  new  service  to  the 
State  Agency:  Provided,  That  the 
period  allotted  by  the  State  Agency  to 
the  health  systems  agency  for  comple¬ 
tion  of  its  review  and  submission  of  its 
recommendations  may  not  be  less 
than  60  days,  except  with  the  written 
consent  of  the  health  systems  agency, 
but  in  the  case  of  reviews  of  new  insti¬ 
tutional  health  services  proposed  by  a 
health  maintenance  organization,  the 
State  Agency  may  not  extend  the 
length  of  a  health  systems  agency 
review  beyond  60  days  from  the  date 
the  application  is  received. 

(3)  Provision  for  persons  subject  to  a 
review  to  submit  to  the  State  Agency 
in  such  form  and  manner,  and  contain¬ 
ing  such  information  as  the  State 
agency  shall  prescribe  and  publish, 
such  information  as  the  State  Agency 
may  require  concerning  the  subject  of 
such  review.  Such  information  require¬ 
ments  may  vary  according  to  the  pur¬ 
pose  for  which  a  particular  review  is 
being  conducted  or  the  type  of  health 
service  being  reviewed;  Provided,  That 
the  State  Agency  may  require  no  in¬ 
formation  of  a  person  subject  to 
review  which  is  not  prescribed  and 
published  as  being  required. 

(4)  Submission  of  periodic  reports  by 
providers  of  health  services  and  other 
persons  subject  to  State  Agency  review 
imder  section  1523  (a)(4)(B)  and  (a)(5) 
of  the  Act  respecting  the  development 
of  proposals  subject  to  review  under 
this  subpart. 

(5)  Provision  for  written  findings  (in¬ 
cluding,  as  appropriate,  the  required 
findings  under  §§  123.410  and  123.411) 
which  state  the  basis  for  any  final  de¬ 
cision  made  by  the  State  Agency.  The 
State  Agency  may  make  its  final  deci¬ 
sion  conditional  if  the  established 
State  program  provides  for  such  a  pro¬ 
cedure.  Such  findings  shall  be  sent  to 
the  person  proposing  the  new  institu¬ 
tional  health  service  and  to  the  health 
systems  agency  for  the  health  service 
area  in  which  the  new  service  is  pro¬ 
posed  to  be  offered  or  developed,  and 
shall  be  available  to  others  upon  re¬ 
quest.  In  the  case  of  a  new  institution¬ 
al  health  service  proposed  by  a  health 
maintenance  organization,  these  writ¬ 
ten  findings  shall  also  be  sent  to  the 
appropriate  Regional  Office  of  the  De¬ 
partment  of  Health,  Education,  and 
Welfare  at  the  time  these  are  sent  to 
the  person  proposing  the  new  institu¬ 
tional  health  service. 

(6)  Notification,  upon  request,  of 
providers  of  health  services  and  other 
persons  subject  to  review  imder  this 
subpart  of  the  status  of  the  State 
Agency  review  of  new  institutional 
health  services  subject  to  review,  find¬ 
ings  made  in  the  course  of  such 
review,  and  other  appropriate  infor¬ 
mation  respecting  such  review. 

(7)  Provision  for  a  public  hearing  in 
the  course  of  agency  review  if  request¬ 


ed  by  one  or  more  persons  directly  af¬ 
fected  by  the  review.  The  agency  must 
provide  for  a  reasonable  period  from 
the  date  of  written  notification  of  the 
beginning  of  a  review  (see  paragraph 
(a)(1)  of  this  section)  within  which  a 
public  hearing  during  the  course  of 
the  review  may  be  requested  by  per¬ 
sons  directly  affected  by  the  review. 
The  agency  may  not  impose  fees  for 
such  a  hearing. 

(i)  For  purposes  of  this  subpara¬ 
graph,  “persons  directly  affected”  by 
the  review  include,  at  a  minimum,  the 
person  whose  proposal  is  being  re¬ 
viewed,  qiembers  of  the  public  who  are 
to  be  served  by  the  proposed  new  insti¬ 
tutional  health  services;  health  care 
facilities  and  health  maintenance  or¬ 
ganizations  located  in  the  health  ser¬ 
vice  area  in  which  the  service  is  pro¬ 
posed  to  be  offered  or  developed 
which  provide  services  similar  to  the 
proposed  services  under  review;  health 
care  facilities  and  health  maintenance 
organizations  which,  prior  to  receipt 
by  the  agency  of  the  proposal  being 
reviewed,  have  formally  indicated  an 
intention  to  provide  such  simUar  ser¬ 
vices  in  the  future;  and  any  agency 
which  establishes  rates  for  health  care 
facilities  or  health  maintenance  orga¬ 
nizations  located  in  the  health  service 
area  in  which  the  service  is  proposed 
to  be  offered  or  developed.  Where 
such  a  hearing  is  requested,  the  State 
Agency  shall,  prior  to  such  hearing, 
provide  notice  of  such  hearing,  in  ac¬ 
cordance  with  its  procedure  adopted 
pursuant  to  paragraph  (aXl)  of  this 
section.  The  procedure  for  the  hearing 
must  provide  an  opportunity  for  any 
person  to  present  testimony. 

(ii)  Although  paragraph  (c)  of  this 
section  provides  that  the  requirement 
of  this  paragraph  is  satisfied  if  the  ap¬ 
propriate  health  systems  agency  has 
provided  for  the  corresponding  proce¬ 
dure  found  at  42  CFR  122.306(aK7),  in 
the  event  that  a  person  qualifying 
under  the  State  Agency  definition  of 
“directly  affected”  is  not  provided  an 
opportunity  for  a  public  hearing  by 
the  health  system  agency,  due  to  a  dif¬ 
ference  in  that  agency's  definition  of 
“directly  affected  persons",  the  State 
Agency  must  provide  an  opportunity 
for  a  public  hearing. 

(8)  Provision  that  any  person  may, 
for  good  cause  shown,  request  in  writ¬ 
ing  a  public  hearing  for  purposes  of  re¬ 
consideration  of  a  State  Agency  deci¬ 
sion,  and  procedures  for  such  a  hear¬ 
ing.  The  agency  may  not  impose  fees 
for  such  a  hearing.  For  purposes  of 
this  subparagraph,  a  request  for  a 
public  hearing  shall  be  deemed  by  the 
State  Agency  to  have  shown  good 
cause  if  it  (i)  presents  significant  rel¬ 
evant  information  not  previously  con¬ 
sidered  by  the  State  Agency,  (il)  dem¬ 
onstrates  that  there  have  been  signifi¬ 
cant  changes  in  factors  or  circum¬ 
stances  relied  upon  by  the  State 
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Agency  in  reaching  its  decision,  (iii) 
demonstrates  that  the  State  Agency 
has  materially  failed  to  follow  its 
adopted  procedures  in  reaching  its  de¬ 
cision.  or  (iv)  provides  such  other 
bases  for  a  public  hearing  as  the  State 
Agency  determines  constitutes  good 
cause.  To  be  effective,  a  request  for 
such  a  hearing  shall  be  received  within 
30  days  of  the  State  Agency  decision, 
and  the  hearing  shall  commence 
within  30  days  of  receipt  of  the  re¬ 
quest.  except  that  where  any  different 
time  periods  for  such  procedures  are 
established  by  State  law  governing  the 
practices  and  procedures  of  adminis¬ 
trative  agencies,  the  latter  shall 
govern.  Notification  of  such  a  public 
hearing  shall  be  sent,  prior  to  the  date 
of  the  hearing,  to  the  person  request¬ 
ing  the  hearing,  the  person  ixroposing 
the  new  institutional  health  service, 
and  the  health  systems  agency  for  the 
health  service  area  in  which  the  new 
institutional  health  service  is  proposed 
to  be  offered  or  developed,  and  shall 
be  sent  to  others  upon  request.  The 
State  Agency  shall  make  written  find¬ 
ings  which  state  the  basis  for  its  deci¬ 
sion  within  45  days  after  the  conclu¬ 
sion  of  such  hearing,  except  that 
where  any  different  time  period  is  re¬ 
quired  by  State  law  governing  the 
practices  and  procedures  of  adminis¬ 
trative  agencies,  the  latter  shall 
govern.  A  decision  of  the  State  Agency 
following  a  public  hearing  imder  this 
subparagraph,  shall  be  considered  a 
decision  of  the  State  Agency  for  pur¬ 
poses  of  subparagraphs  (5).  (6).  (9). 

(10).  (11).  and  (12)  of  this  paragraph. 

(9)  Provision  that  if  the  State 
Agency  makes  a  decision  regarding  a 
proposed  new  institutional  health  ser¬ 
vice  which  is  inconsistent  with  a  rec¬ 
ommendation  made  with  respect 
thereto  by  the  health  systems  agency 
making  such  reconunendation  pursu¬ 
ant  to  42  CFR  122.107(0(14).  the 
State  Agency  shall  submit  to  such 
health  systems  agency  a  written,  de¬ 
tailed  statement  of  the  reasons  for  the 
inconsistency.  Such  decision  (and  the 
record  upon  which  it  was  made)  shall, 
upon  request  of  the  health  systems 
agency,  be  reviewed,  under  an  appeals 
mechanism  consistent  with  State  law 
governing  the  practices  and  proce¬ 
dures  of  administrative  agencies,  by  an 
agency  of  the  State  (other  than  the 
State  Agency)  designated  by  the  Gov¬ 
ernor.  To  be  effective,  the  health  sys¬ 
tems  agency’s  request  must  be  re¬ 
ceived  within  30  days  of  the  State 
Agency  decision,  and  the  review  of  the 
appeal  shall  commence  within  30  days 
of  receipt  of  the  request,  except  that 
where  any  different  time  periods  for 
such  procedures  are  established  by 
State  law  governing  the  practices  and 
procedures  of  administrative  agencies, 
the  latter  shall  govern.  The  decision  of 
the  reviewing  agency  shall  be  made  in 
writing  within  45  days  after  the  con¬ 


clusion  of  such  review,  except  that 
where  any  different  time  period  is  re¬ 
quired  by  State  law  governing  the 
practices  and  procedures  of  adminis¬ 
trative  agencies,  the  latter  shall 
govern.  These  written  findings  shall  be 
sent  to  the  person  proposing  the  new 
Institutional  health  service,  to  the 
health  system  agency  requesting  the 
review,  and  to  the  State  Agency,  and 
shall  be  made  available  by  the  State 
Agency  to  others  upon  request.  The 
decision  of  the  reviewing  agency  shall 
be  considered  the  final  decision  of  the 
State  Agency;  however,  the  reviewing 
agency  may  remand  the  matter  to  the 
State  Agency  for  further  action  or 
consideration  if  applicable  State  law 
permits  such  remanding. 

(10)  Provision  that  any  decision  of 
the  State  Agency  imder  this  subpart 
(and  the  record  upon  which  it  was 
made)  sham  upon  request  of  the 
person  proposing  the  new  Institutional 
health  service,  be  reviewed,  imder  an 
app>eals  mechanism  consistent  with 
State  law  governing  the  practices  and 
procedures  of  administrative  agencies, 
by  an  agency  of  the  State  (other  than 
the  State  Agency)  designated  by  the 
Governor.  To  be  effective,  the  request 
of  the  person  proposing  the  new  insti¬ 
tutional  health  service  must  be  re¬ 
ceived  within  30  days  of  the  State 
Agency  decision,  and  the  review  of  the 
appeal  shall  commence  within  30  days 
of  receipt  of  the  request,  except  that 
where  any  different  time  periods  for 
such  procedures  are  established  by 
State  law  governing  the  practices  and 
procedures  of  administrative  agencies, 
the  latter  shall  govern.  The  decision  of 
the  reviewing  agency  shall  be  made  in 
writing  within  45  days  after  the  con¬ 
clusion  of  such  review,  except  that 
where  any  different  time  period  is  re¬ 
quired  by  State  law  governing  the 
practices  and  procedures  of  adminis¬ 
trative  agencies,  the  latter  shall 
govern.  These  written  findings  shall  be 
sent  to  the  person  proposing  the  new 
institutional  health  service,  the  appro¬ 
priate  health  systems  agency,  and  to 
the  State  Agency,  and  shall  be  made 
available  by  the  State  Agency  to 
others  upon  request.  The  decision  of 
the  reviewing  agency  shall  be  consid¬ 
ered  the  final  decision  of  the  State 
Agency;  however,  the  reviewing 
agency  may  remand  the  matter  to  the 
State  Agency  for  further  action  or 
consideration  if  applicable  State  law 
permits  such  remanding. 

(11)  If  a  State  Agency  (or  a  review¬ 
ing  agency,  under  subparagraph  (a)(9) 
or  (a)(10)  of  this  section)  makes  a  deci¬ 
sion  regarding  a  proposed  new  institu¬ 
tional  health  service  which  the  State 
Agency  determines  is  not  consistent 
with  the  goals  of  the  applicable  health 
systems  plan  (established  under  sec¬ 
tion  1513(b)(2)  of  the  Act)  or  the  pri¬ 
orities  of  the  applicable  annual  imple¬ 
mentation  plan  (e^ablished  under  sec¬ 


tion  1513(b)(3)  of  the  Act),  the  State 
Agency  (or  the  reviewing  agency,  as 
appropriate)  shall  submit  to  the  ap¬ 
propriate  Health  Systems  Agency  a 
written,  detailed  statement  of  the  rea¬ 
sons  for  the  inconsistency. 

(12)  Preparation  and  publication,  at 
least  annually,  of  reports  by  the  State 
Agency  of  the  reviews  being  conducted 
(including  a  statement  concerning  the 
status  of  each  such  review)  and  of  the 
reviews  completed  by  the  agency  since 
the  publication  of  the  last  report  and 
a  general  statement  of  the  findings 
and  decisions  made  in  the  course  of 
such  reviews. 

(13)  Access  by  the  general  public  to 
all  applications  reviewed  by  the  State 
Agency  and  to  all  other  written  mate¬ 
rials  pertinent  to  any  agency  review. 

(14)  In  the  case  of  construction  pro¬ 
jects.  submission  to  the  State  Agency 
by  the  persons  proposing  such  projeols 
of  letters  of  intent  in  such  detail  as 
may  be  necessary  to  inform  the 
agency  of  the  scope  and  nature  of  the 
projects  at  the  earliest  possible  oppor¬ 
tunity  in  the  course  of  planning  of 
such  construction  projects. 

(15)  Provision  that  if  the  State 
Agency  does  not  make  a  decision  re¬ 
garding  a  proposed  new  institutional 
health  service  within  the  period  of 
time  specified  for  State  Agency  review, 
the  proposal  shall  be  deemed  to  have 
been  found  not  to  be  needed. 

(b)  Procedures  adopted  for  reviews 
in  accordance  with  paragraph  (a)  of 
this  section  may  vary  according  to  the 
purpose  for  which  a  particular  review 
is  being  conducted  or  the  type  of 
health  service  being  reviewed. 

(c)  The  procedures  may  provide  that 
the  requirements  of  paragraph  (a)  (3). 
(4).  (7).  or  (14)  of  this  section  shall  be 
deemed  satisfied  if  the  appropriate 
health  systems  agency  has  provided 
for  the  corresponding  procedure  found 
at  42  CFR  122.306(a)  (3).  (4).  (7).  or 
(11). 

§  123.408  Exceptions  to  use  of  procedures. 

After  following  the  procedure  set 
forth  at  §  123.406(b).  a  State  Agency 
may.  with  respect  to  any  type  or  group 
or  reviews,  request  from  the  Secretary 
an  exception  to  the  requirement  of 
§  123.403(c)  that  it  utilize  review  proce¬ 
dures  which  meet  the  requirements  of 
§  123.407.  Such  request  shall  be  in 
writing,  shall  contain  a  detailed  expla¬ 
nation  of  the  reasons  for  the  request 
and  of  the  substitute  review  proce¬ 
dures  that  the  agency  intends  to 
follow  if  the  exception  is  approved, 
and  shall  be  accompanied  by  copies  of 
all  written  comments  submitted  under 
§  123.406(b)  to  the  State  Agency  with 
respect  to  the  request  for  an  excep¬ 
tion.  The  Secretary  may  grant  such  an 
exception  if  he  determines  that  the 
proposed  substitute  procedures  are 
less  costly  or  more  effective,  are  con¬ 
sistent  with  the  purposes  of  the  Act. 
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and  do  not  adversely  and  substantially 
affect  the  rights  of  persons  affected 
by  the  subject  reviews.  The  State 
Agency  shall  distribute  copies  of  sub¬ 
stitute  procedures  approved  by  the 
Secretary  in  accordance  \iith  the  re¬ 
quirements  of  §  123.406(c). 

§  123.409  Criteria  for  State  Agency  review. 

(а)  The  State  Agency  shall  adopt, 
and  utilize  as  appropriate,  specific  cri¬ 
teria  for  conducting  the  reviews  cov¬ 
ered  by  this  subpart.  The  criteria  shall 
include  at  least  the  following  general 
considerations  listed  below,  but  in  the 
case  of  health  maintenance  organiza¬ 
tions  for  which  assistance  may  be  pro¬ 
vided  under  Title  XIII  the  consider¬ 
ations  shall  be  limited  to  those  set 
forth  in  subparagraph  (10). 

(1)  The  relationship  of  the  health 
services  being  reviewed  to  the  applica- 
bie  health  systems  plan  and  annual 
implementation  plan  adopted  pursu¬ 
ant  to  section  1513(b)  (2)  and  (3),  re¬ 
spectively,  of  the  Act. 

(2)  The  relationship  of  services  re¬ 
viewed  to  the  long-range  development 
plan  (if  any)  of  the  person  providing 
or  proposing  such  services. 

(3)  The  need  that  the  population 
served  or  to  be  served  by  such  services 
has  for  such  services. 

(4)  The  availability  of  less  costly  or 
more  effective  alternative  methods  of 
providing  such  services. 

(5)  The  immediate  and  long-term  fi¬ 
nancial  feasibility  of  the  proposal,  as 
well  as  the  probable  impact  of  the  pro¬ 
posal  on  the  costs  of  and  charges  for 
providing  health  services  by  the 
person  proposing  the  new  institutional 
health  service. 

(б)  The  relationship  of  the  services 
proposed  to  be  provided  to  the  exist¬ 
ing  health  care  system  of  the  area  in 
which  such  services  are  proposed  to  be 
provided. 

(7)  The  availability  of  resources  (in¬ 
cluding  health  manpower,  manage¬ 
ment  personnel,  and  funds  for  capital 
and  operating  needs)  for  the  provision 
of  the  services  proposed  to  be  provided 
and  the  availability  of  alternative  uses 
of  such  resources  for  the  provision  of 
other  health  services. 

(8)  The  relationship,  including  the 
organizational  relationship,  of  the 
health  services  proposed  to  be  pro¬ 
vided  to  ancillary  or  support  services. 

(9)  Special  needs  and  circumstances 
of  those  entities  which  provide  a  sub¬ 
stantial  portion  of  their  services  or  re¬ 
sources,  or  both,  to  individuals  not  re¬ 
siding  in  the  health  service  areas  in 
which  the  entities  are  located  or  in  ad¬ 
jacent  health  service  areas.  Such  enti¬ 
tles  may  include  medical  and  other 
health  professions  schools,  multidisci¬ 
plinary  clinics  and  specialty  centers. 

(10)  The  special  needs  and  circum¬ 
stances  of  health  maintenance  organi¬ 
zations  for  which  assistance  may  be 
provided  under  title  XIII  of  the  Act. 


Such  needs  and  circumstances  shall  be 
limited  to; 

(i)  The  needs  of  enrolled  members 
and  reasonably  aniticipated  new  mem¬ 
bers  of  the  health  maintenance  orga¬ 
nization  or  proposed  health  mainte¬ 
nance  organization  for  the  new  institu¬ 
tional  health  services  proposed  to  be 
provided  by  the  organization. 

(ii)  The  availability  of  the  new 
health  services  from  non-health  main¬ 
tenance  organization  providers  in  a 
reasonable  and  cost-effective  manner 
which  is  consistent  with  the  basic 
method  of  operation  of  the  health 
maintenance  organization  or  proposed 
health  maintensuice  organization.  In 
assessing  the  availability  of  these 
health  services  from  non-health  main¬ 
tenance  organization  providers,  the 
agency  shall  consider  only  whether 
the  sendees  from  these  providers: 

(A)  Would  be  available  under  a  con¬ 
tract  of  at  least  five  years  duration 
wdth  a  non-health  maintenance  orga¬ 
nization  provider; 

(B)  Would  be  available  and  conve¬ 
niently  accessible  through  physicians 
and  other  health  professionals  associ¬ 
ated  with  the  health  maintenance  or¬ 
ganization  or  proposed  health  mainte¬ 
nance  organization.  (For  example— 
whether  physicians  associated  with 
the  health  maintenance  orgranization 
have  or  will  have  full  staff  privileges 
at  a  non-health  maintenance  organiza¬ 
tion  hospital); 

(C)  Would  cost  no  more  than  if  the 
services  were  provided  by  the  health 
maintenance  organization  or  proposed 
health  maintenance  organization;  and 

(D)  Would  be  available  in  a  manner 
which  is  administratively  feasible  to 
the  health  maintenance  organization 
or  proposed  health  maintenance  orga¬ 
nization. 

(iii)  Any  other  factors  which  the 
State  Agency  may  propose  and  the 
Secretary  may,  in  accordance  with 
paragraph  (c)  of  this  section,  find  to 
be  consistent  with  the  purpose  of  Title 
XIII  of  the  Act. 

(11)  The  special  needs  and  circum¬ 
stances  of  biomedical  and  behaviorial 
research  projects  which  are  designed 
to  meet  a  national  need  and  for  which 
local  conditions  offer  special  advan¬ 
tages. 

(12)  In  the  case  of  a  construction 
project— 

(i)  The  costs  and  methods  of  the 
proposed  construction,  including  the 
costs  and  methods  of  energy  provision, 
and 

(ii)  The  probable  impact  of  the  con¬ 
struction  project  reviewed  on  the  costs 
of  providing  health  services  by  the 
person  proposing  such  construction 
project. 

(b)  Criteria  adopted  for  reviews  in 
accordance  with  paragraph  (a)  of  this 
section  may  vary  according  to  the  pur¬ 
pose  for  which  a  particular  review  is 
being  conducted  or  the  type  of  health 
service  reviewed. 


(c)  Where  a  State  Agency  proposes 
under  paragraph  (a)(10)(iii)  of  this 
section  that  it  be  permitted  to  base  its 
reviews  of  health  maintenance  organi¬ 
zations  on  criteria  which  consider  fac¬ 
tors  not  set  forth  in  paragraph  (a)(10) 
of  this  section,  it  shall  do  so  in  a  writ¬ 
ten  request  to  the  Secretary,  specify¬ 
ing  the  reasons  for  the  proposal.  The 
Secretary  will  approve  the  request  if 
he  finds  the  additional  factors  to  be 
consistent  with  the  purpose  of  Title 
XIII  of  the  Act.  Unless  the  Secretary 
has  approved  the  additional  factors, 
the  State  Agency  shall  base  its  review 
solely  on  the  factors  set  forth  in  para¬ 
graph  (a)(10)  of  this  section. 

§  123.410  Inpatient  facilities;  required 
findings. 

In  the  case  of  any  proposed  new  in¬ 
stitutional  health  service  for  the  pro¬ 
vision  of  health  services  to  inpatients, 
a  State  Agency  shall  not  grant  a  certi¬ 
ficate  of  need  under  its  certificate  of 
need  program,  or  otherwise  make  a 
finding  that  such  proposed  new  insti¬ 
tutional  health  service  is  needed, 
unless,  after  consideration  of  the  ap¬ 
propriateness  of  the  use  of  existing  fa¬ 
cilities  providing  inpatient  services 
similar  to  those  being  proposed,  the 
State  Agency  makes  each  of  the  fol¬ 
lowing  findings  in  writing: 

(a)  That  superior  alternatives  to 
such  inpatient  services  in  terms  of 
cost,  efficiency,  and  appropriateness 
do  not  exist  and  that  the  development 
of  such  alternatives  is  not  practicable. 

(b)  That  in  the  case  of  new  construc¬ 
tion,  alternatives  to  new  construction 
(e.g.,  modernization  or  sharing  ar¬ 
rangements)  have  been  considered  and 
have  been  implemented  to  the  maxi¬ 
mum  extent  practicable; 

(c)  That  patients  will  experience  se¬ 
rious  problems  in  terms  of  cost,  avail¬ 
ability,  or  accessibility,  or  such  other 
problems  as  may  be  identified  by  the 
reviewing  agency,  in  obtaining  inpa¬ 
tient  care  of  the  type  proposed  in  the 
absence  of  the  proposed  new  service, 
and 

(d)  That  in  the  case  of  a  proposal  for 
the  addition  of  beds  for  the  provision 
of  skilled  nursing  or  intermediate  care 
the  relationship  of  the  addition  to  the 
plans  of  other  agencies  of  the  State  re¬ 
sponsible  for  providing  and  financing 
long-term  care  (including  home  health 
services)  has  been  considered. 

§123.411  Health  maintenance  organiza¬ 
tions;  required  findings. 

(a)  In  the  case  of  any  new  institu¬ 
tional  health  service  proposed  to  be 
provided  by  or  through  a  health  main¬ 
tenance  organization,  a  State  Agency 
shall  not  deny  a  certificate  of  need 
with  respect  to  such  service  (or  other¬ 
wise  make  a  finding  imder  this  subpart 
that  such  service  is  not  needed)  (1)  in 
those  cases  (i)  when  the  State  Agency 
has  granted  a  certificate  of  need 
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which  authorized  the  development  of 
the  service,  or  expenditures  in  prep¬ 
aration  for  such  offering  or  develop¬ 
ment  (or  has  otherwise  made  a  finding 
that  such  development  or  expenditure 
is  needed),  and  (ii)  when  the  offering 
of  this  new  institutional  health  service 
will  be  consistent  with  the  basic  objec¬ 
tives,  time  schedules,  and  plans  of  the 
previously  approved  application;  Pro¬ 
vided,  That  the  State  Agency  may 
impose  a  limitation  on  the  duration  of 
the  certificate  of  need  which  shall 
expire  at  the  end  of  such  time  imless 
the  health  service  is  offered  prior 
thereto,  or  (2)  solely  because  there  is  a 
health  maintenance  organization  of 
the  same  type,  as  specified  in  section 
1310(b)  of  the  Act,  in  the  same  area,  or 
solely  because  the  services  being  re¬ 
viewed  are  not  discussed  in  the  appli¬ 
cable  health  systems  plan,  annual  im¬ 
plementation  plan.  State  health  plan, 
or  State  medical  facilities  plan. 

(b)  In  the  case  of  any  new  institu¬ 
tional  health  service  proposed  to  be 
provided  by  or  through  a  health  main¬ 
tenance  organization  for  which  assis¬ 
tance  may  be  provided  under  Title 
XIII  of  the  Act,  a  State  Agency  shall 
not  deny  a  certificate  of  need  with  re¬ 
spect  to  the  service. 

(1)  Unless  the  State  Agency  deter¬ 
mines  that  the  Service  is: 

(1)  Not  needed  by  the  enrolled  or 
reasonably  anticipated  new  members 
of  the  health  maintenance  organiza¬ 
tion  or  proposed  health  maintenance 
organization,  or 

(ii)  Available  from  non-HMO  provid¬ 
ers  in  a  reasonable  and  cost-effective 
manner  which  is  consistent  with  the 
basic  method  of  operation  of  the 
health  maintenance  organization,  in 
accordance  with  §  123.40d(a)(10)(ii),  or 

(2)  Unless  the  State  Agency  deter¬ 
mines  that  the  service  is  not  needed 
under  criteria  based  on  factors  which 
the  Secretary  has  approved  in  accor¬ 
dance  with  §  123.409(c). 

(c)  In  the  case  of  a  new  institutional 
health  service  which  is  proposed  to  be 
provided  by  or  through  a  health  main¬ 
tenance  organization  for  which  aGsis- 
tance  may  be  provided  under  Title 
XIII  of  the  Act  and  which  consists  of 
(or  includes)  the  construction,  devel¬ 
opment  or  establishment  of  a  new  in¬ 
patient  health  care  facility,  the  State 
Agency  shall  deny  a  certificate  of  need 
for  the  service  if,  in  addition  to 
making  one  of  the  determinations  set 
forth  in  paragraph  (b)  of  this  section, 
it  determines  that  utilization  of  the  fa¬ 
cility  by  members  of  the  applicant  will 
not  account  for  at  least  75  percent  of 
the  projected  annual  inpatient  days  of 
the  proposed  facility. 

[FR  Doc.  78-6758  Filed  3-16-78;  8:45  am] 


[6820-35] 

LEGAL  SERVICES  CORPORATION 

[45  CFR  Parts  1608,  1612,  1613,  1614, 
1620] 

AMENDMENTS  TO  THE  REGULATIONS 

AGENCY:  Legal  Services  Corporation. 

ACTION:  Proposed  Regulation. 

SUMMARY:  The  Legal  Services  Cor¬ 
poration  Act  Amendments  of  1977, 
Pub.  L.  95-222  (December  28,  1977), 
made  necessary  several  changes  to  the 
Corporation’s  Regulations.  The  Corpo¬ 
ration  is  publishing  'for  notice  and 
comment  proposed  changes  to  Part 
1608,  concerning  political  activities  of 
employees;  Part  1612,  concerning  pro¬ 
hibited  lobbying  activities  and  enforce¬ 
ment  of  the  prohibitions;  Part  1613, 
concerning  criminal  representation; 
Part  1614,  concerning  juvenile  repre¬ 
sentation;  and.  Part  1620,  concerning 
program  priorities.  The  specific 
changes  and  the  reasons  for  them  are 
set  out  in  the  Supplementary  Informa¬ 
tion.  Where  less  than  a  full  Section  is 
to  be  changed,  the  affected  language 
has  been  underlined. 

DATES:  Comments  must  be  received 
on  or  before  April  17, 1978. 

ADDRESS:  Legal  Services  Corpora¬ 
tion,  733  15th  Street  NW.,  Suite  700, 
Washington,  D.C.  20005. 

FOR  FURTHER  INFORMATION 
CONTACT; 

Stephen  S.  Walters,  202-376-5113. 

Editorial  Note.— For  the  Suoplcmentary 
Information,  see  the  "comments”  at  tlie  end 
of  each  section. 


PART  1608— PROHIBITED  POLITICAL 
ACTIVITIES 

§  1608.5  Prohibitions  Applicable  to  Corporation 
Employees  and  to  Staff  Attorneys  (Exist¬ 
ing). 

While  employed  under  the  Act,  no  Corpo¬ 
ration  employee  and  no  staff  attorney  shall, 
at  any  time, 

(a)  Use  official  authority  or  influence  for 
the  purpose  of  Interfering  with  or  affecting 
the  result  of  an  election  or  nomination  for 
office,  whether  partisan  or  nonpartisan; 

(b)  directly  or  indirectly  coerce,  attempt 
to  coerce,  command  or  advise  an  employee 
of  the  Corporation  or  of  any  recipient  to 
pay.  lend,  or  contribute  anything  of  value  to 
a  political  party,  or  committee,  organiza¬ 
tion.  agency  or  person  for  political  purposes; 
and 

(c)  no  staff  attorney  shall  be  a  candidate 
for  elective  public  office,  whether  partisan 
or  nonpartisan;  nor  shall  a  Corporation  em¬ 
ployee  be  a  candidate  for  partisan  elective 
public  office. 

Section  1608.5.  Subsection  (c)  of  this 
Section  should  be  amended  to  read  as 
follows:  “(c)  be  a  candidate  for  parti¬ 
san  elective  public  office.” 


§  1608.6  Prohibitions  Applicable  to  Attorneys 
and  to  Staff  Attorneys  (Existing). 

(а)  While  engaged  in  legal  assistance  ac¬ 
tivities  supported  under  the  Act,  no  attor¬ 
ney  shall  engage  in 

(1)  Any  political  activity. 

(2)  Any  activity  to  provide  voters  with 
transportation  to  the  polls,  or  to  provide 
similar  assistance  in  connection  with  an 
election,  or 

(3)  Any  voter  registration  activity. 

(б)  While  employed  under  the  Act,  no  staff 
attorney  shall  engage  in  the  activities  pro¬ 
hibited  by  paragraphs  (a)(2)  or  (a)(J)  of  this 
section  at  any  time. 

Section  1608.6.  Paragraph  (b)  of  this 
Section  should  be  deleted. 

Comment  Section  7(a)  of  the 
Amendment  makes  the  present  provi¬ 
sions  of  the  Hatch  Act  relating  to  the 
political  activities  of  State  and  local 
employees  applicable  to  staff  attor¬ 
neys  as  well  as  Corporation  employees. 
Other,  more  restrictive,  provisions  of 
the  Act  affecting  the  political  activi¬ 
ties  of  staff  attorneys  on  their  own 
time  were  repealed.  The  proposed  revi¬ 
sions  of  Section  1608  reflect  these 
changes. 


PART  1612— RESTRICTIONS  ON 
CERTAIN  ACTIVITIES 

§  1612.4  I.egislative  and  administrative  represen¬ 
tation.  [Existing.l 

(a)  No  fimds  made  available  to  a  recipient 
by  the  Corporation  shall  be  used,  directly  or 
indirectly,  to  support  activities  intended  to 
influence  the  issuance,  amendment,  or  revo¬ 
cation  of  any  executive  or  administrative 
order  or  regulation  of  a  Federal,  State,  or 
local  agency,  or  to  influence  the  passage  or 
defeat  of  any  legislation  by  the  Congress  of 
the  United  States  or  by  any  State  or  local 
legislative  body;  except  that 

(1)  An  employee  may  engage  in  such  ac¬ 
tivities  in  response  to  a  request  from  a  gov¬ 
ernmental  agency  or  a  legislative  body,  com¬ 
mittee,  or  member  made  to  the  employee  or 
to  a  recipient;  and 

(2)  An  employee  may  engage  in  such  ac¬ 
tivities  on  behalf  of  an  eligible  client  of  a  re¬ 
cipient,  if  the  client  may  be  affected  by  a 
particular  legislative  or  administrative  mea¬ 
sure;  but  no  employee  shall 

(i)  Solicit  a  client  for  the  purpose  of 
making  such  representation  possible,  or 

(ii)  Solicit  a  group  of  clients  for  the  pur¬ 
pose  of  representing  it  with  respect  to  mat¬ 
ters  of  general  concern  to  a  broad  class  of 
persons  as  distinguished  from  the  interests 
of  a  particular  client 

Section  1612.4.  The  semicolon  at  the 
end  of  the  first  full  paragraph  in  para¬ 
graph  (a)  should  be  deleted  and  the 
following  inserted;  “or  State  proposals 
by  initiative  petition;” 

The  semicolon  and  everything  fol¬ 
lowing  it  should  be  deleted  from 
§  1612.4(a)(2).  and  the  following  added: 
“but  no  employee  shall  solicit  a  client 
in  violation  of  professional  responsibil¬ 
ities  for  the  purpose  of  making  such 
representation  possible;  and. 

(3)  An  employee  may  engage  in  such 
activities  if  a  governmental  agency, 
legislative  body,  committee,  or 
member  thereof  is  considering  a  mea¬ 
sure  directly  affecting  the  activities 
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under  the  Act  of  the  recipient  or  the 
Corporation.” 

S  1612.5  Enforcement  [Exiatinf.] 

(a)  The  Corporation  shall  have  authority, 
in  accordance  with  procedures  set  forth  in 
Title  45  of  the  Code  of  Federal  Regulations, 
at  §  1067.1-4(b)  (relating  to  suspension),  or 
at  S§  1067.1-5  through  1067.1-11  (relating  to 
termination) 

(1)  To  suspend  or  terminate  the  employ¬ 
ment  of  an  employee  of  the  Corporation 
who  violates  the  provisions  of  this  Part;  and 

(2)  To  suspend  or  terminate  financial  as¬ 
sistance  to  a  recipient  which  fails  to  insure 
that  its  employees  refrain  from  activities 
proscribed  by  the  Act  or  by  this  Part;  pro¬ 
vided  that 

(i)  No  suspension  of  employment  or  finan¬ 
cial  assistance  shall  be  continued  for  longer 
than  30  days  unless  the  recipient  or  employ¬ 
ee  of  the  Corporation  is  provided  notice  and 
an  opportunity  for  a  hearing  in  accordance 
with  the  procedures  relating  to  termination 
cited  above,  and 

(ii)  The  term  “OEO”  in  the  above-refer¬ 
enced  regulations  shall  mean  the  Corpora¬ 
tion,  and  the  term  “responsible  OEO  offi¬ 
cial”  shall  mean  the  President  of  the  Corpo¬ 
ration,  or,  if  no  President  is  in  office,  the 
Chairman  of  the  Board  or  his  designee. 

Section  1612.5.  Subsection  (a)  of  this 
section  should  be  amended  to  read  as 
follows: 

The  Corporation  shall  have  author¬ 
ity  in  accordance  with  the  procedures 
set  forth  in  Part  1606  and  Part  1623  of 
this  chapter. 

(1)  To  suspend  or  terminate  the  em¬ 
ployment  of  an  employee  of  the  Cor¬ 
poration  who  violate  the  provisions  of 
this  Part;  and 

(2)  To  suspend  or  terminate  finan¬ 
cial  assistance  to  a  recipient  who  fails 
to  insure  that  its  employees  refrain 
from  activities  prescribed  by  the  Act 
or  by  this  Part, 

Comment  Section  9(c)  of  the 
amendments  expanded  the  restriction 
in  section  1007(aK5)  of  the  Act  regard¬ 
ing  legislative  representation  to  in¬ 
clude  activities  designed  to  include  the 
outcome  of  State  proposals  by  initia¬ 
tive  petition,  expanded  the  exceptions 
to  the  prohibition  to  include  lobbying 
regarding  measures  directly  affecting 
the  activities  of  the  recipient  or  the 
Corporation,  and  clarified  the  restric¬ 
tion  on  soliciting  clients  for  purposes 
of  legislative  representation  to  include 
only  activities  that  violate  the  Code  of 
Professional  Responsibility.  Section 
1612.4(a)  of  the  regulations  has  been 
revised  to  include  the  new  language. 
In  addition,  section  1612.5(a)  has  been 
revised  to  reflect  the  fact  that  the 
Corporation  has  published  in  proposed 
form  procedures  governing  suspension 
and  termination  proceedings.  Thus,  it 
is  no  longer  necessary  to  rely  on  OEO 
regulations  for  enforcement  of  Part 
1612. 

It  bears  emphasis  that  the  new  ex¬ 
ception  for  matters  "directly  affect¬ 
ing”  a  recipient  does  not  permit  lobby¬ 
ing  on  poor  people’s  issues  generally. 
To  the  contrary,  an  amendment  in  the 


House  Bill  that  would  have  permitted 
such  lobbying  was  dropped  in  confer¬ 
ence.  The  exception  extends  only  to 
appropriations  or  other  measures  di¬ 
rected  to  the  recipient  or  its  employ¬ 
ees,  as  opposed  to  eligible  clients.  See 
Conf.  Rep.  95-825,  95th  Cong.,  1st 
Sess.  (1977),  at  13. 


PART  1613— RESTRICTIONS  ON 
LEGAL  ASSISTANCE  WITH  RESPECT 

TO  CRIMINAL  PROCEEDINGS 

S  1613.4  Authoriied  representation.  [Existing.] 

Legal  assistance  may  be  provided  with  re¬ 
spect  to  a  criminal  proceeding; 

(a)  Pursuant  to  a  court  appointment  made 
under  a  statute  or  a  court  rule  or  practice  of 
equal  applicability  to  all  attorneys  in  the  Ju¬ 
risdiction.  if  authorized  by  the  recipient 
after  a  determination  that  it  is  consistent 
with  the  recipient’s  primary  responsibility 
to  provide  legal  assistance  to  eligible  clients 
in  civil  matters;  or 

(b)  When  professional  responsibility  re- 
Quires  continued  representation  of  a  juve¬ 
nile  pursuant  to  §  1614.6;  or 

(c)  When  professional  responsibility  re¬ 
quires  representation  in  a  criminal  proceed¬ 
ing  arising  out  of  a  transaction  with  respect 
to  which  the  client  is  being,  or  has  been, 
represented  by  a  recipient. 

Section  1613.4.  Paragraph  (b)  of  this 
section  should  be  deleted. 

Comment  Section  10  of  the  amend¬ 
ments  repealed  the  restriction  on  juve¬ 
nile  representation  formerly  contained 
in  section  1007(b)(4)  of  the  Act.  There 
Is,  therefore,  no  longer  a  basis  for  Part 
1614  of  the  regulations,  and  it  should 
be  repealed. 

Section  1613.4  refers  to  juvenile 
cases  as  instances  when  representation 
may  be  provided  in  criminal  proceed¬ 
ings.  Now  that  such  cases  are  no 
longer  subject  to  special  treatment, 
however,  the  general  provisions  relat¬ 
ing  to  authorized  criminal  representa¬ 
tion  should  apply.  Section  1613.4  has 
been  modified  accordingly. 


PART  1614— LEGAL  ASSISTANCE  TO 
JUVENILES 

§  1614.1  Purpose. 

'This  part  is  designed  to  prevent  improper 
interference  in  parent-child  relationships, 
while  permitting  legal  assistance  when  it  is 
necessary  to  protect  essential  rights  of  a  Ju¬ 
venile. 

§  1614.2  Definitions. 

As  used  in  this  part; 

(a)  “Guat  dian”  means  a  person  or  institu¬ 
tion  lawfully  appointed  to  protect  the  inter¬ 
ests  of  a  Juvenile. 

(b)  “Institution”  means  any  facility, 
public  or  private,  providing  a  Juvenile  with 
shelter,  care,  education,  or  other  services. 

(c)  “Juvenile”  means  any  person  less  than 
18  years  of  age  who  is  not  emancipated 
imder  applicable  law. 

91614.3  Policy. 

Corporation  funds  may  be  used  to  provide 
legal  assistance  to  a  Juvenile  when  autho¬ 
rized  by  this  Part. 


9  1614.4  Request  of  a  parent,  guardian,  or  court 

(a)  Legal  assistance  may  be  provided  to  a 
Juvenile: 

(1)  When  the  written  request  of  a  parent 
or  guardian  of  the  Juvenile  is  received;  or 

(2)  At  the  request  of  an  official  or  agent 
of  a  court  of  competent  Jurisdiction;  but 

(b)  Legal  assistance  shall  not  be  provided 
to  a  Juvenile  who  is  tried  as  an  adult  in  a 
criminal  proceeding,  as  defined  in  section 
1613.2,  unless  required  as  part  of  an  attor¬ 
ney’s  professional  responsibilities,  pursuant 
to  section  1613.4,  or  section  1614.6. 

9 1614.5  Representation  without  request  of  a 
parent,  guardian,  or  court. 

Legal  assistance  may  be  provided  to  a  Ju¬ 
venile  without  a  request  from  a  parent, 
guardian,  or  court  in: 

(a)  cases,  proceedings,  or  matters: 

(1)  Involving  child  abuse  or  neglect; 

(2)  To  determine  legal  custody  or  guar¬ 
dianship  of  a  Juvenile; 

(3)  In  which  a  court  has  Jurisdiction  by 
reason  of  a  Juvenile’s  alleged  need  for  treat¬ 
ment,  services,  supervision  or  control,  in¬ 
cluding  but  not  limited  to  proceedings  for¬ 
mally  designed  for  persons  in  need  of  super¬ 
vision  (PINS)  under  State  law;  or 

(4)  Involving  the  Initiation,  continuation, 
or  conditions  of  institutioiuilization  of  a  Ju¬ 
venile;  or 

(b)  When  no  Judicial  action  Is  commenced 
against  the  parent  or  noninstitutional 
guardian  of  the  Juvenile,  legal  assistance 
may  be  provided: 

(1)  To  secure  or  prevent  the  loss  of  bene¬ 
fits  or  services,  or 

(2)  To  prevent  the  imposition  of  services 
against  the  will  of  the  Juvenile. 

9  1614.6  Continuity  of  representation. 

If  a  criminal  proceeding,  as  defined  in 
9  1613.2,  arises  out  of  a  case,  proceeding,  or 
matter  with  respect  to  which  a  Juvenile  has 
received  assistance  authorized  by  this  Part, 
an  attorney  should  make  a  good  faith 
effort,  consistent  with  professional  responsi¬ 
bility,  to  obtain  approval  of  the  court  to 
withdraw  from  representation  in  the  crimi¬ 
nal  proceeding,  but  may  continue  to  provide 
representation  unless  relieved  by  the  court. 

9 1614.7  Limitation  policy. 

A  recipient  shall  adopt  policies  designed 
to  insure  that  Corporation  funds  are  not 
used  to  relieve  a  governmental  entity  of  its 
legal  responsibility  to  provide  compensated 
counsel  to  represent  Juveniles  in  particular 
categories  of  cases,  matters,  or  pr<x:eedings. 

(Part  161?4— Revision) 

Part  1614.  This  part  should  be  repealed. 


PART  1620— PRIORITIES  IN 
ALLOCATION  OF  RESOURCES 

9  1620.2  Procedure.  [Existing.] 

(a)  A  recipient  shall  adopt  procedures  for 
establishing  priorities  in  the  allocation  of  its 
resources.  The  procedures  adopted  shall 
insure  participation  by  clients  and  employ¬ 
ees  of  the  recipient,  and  shall  provide  op¬ 
portunity  for  comment  by  interested  mem¬ 
bers  of  the  public.  Priorities  shall  be  re¬ 
viewed  periodically. 

(b)  The  following  factors  shall  be  among 
those  considered  in  establishing  priorities: 

(1)  ’The  resources  of  the  recipient; 

(2)  The  population  of  eligible  clients  in 
the  geographic  area  served  by  the  recipient; 
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(3)  The  availability  of  another  source  of 
free  or  low-cost  legral  assistance  in  a  particu¬ 
lar  category  of  cases  or  matters; 

(4)  The  urgency  of  particular  legal  prob¬ 
lems  of  the  clients  of  the  recipient;  and 

(5)  The  general  effect  of  the  resolution  of 
a  particular  category  of  cases  or  matters  on 
persons  least  able  to  afford  legal  assistance 
in  the  community  served. 

Section  1620.2.  The  word  "clients” 
should  be  deleted  from  the  second  sen¬ 
tence  of  subsection  (a),  and  the  follow¬ 
ing  inserted;  "all  significant  segments 
of  the  client  community  •  • 

Subsection  (b)(2)  should  be  revised 
to  read  as  follows:  "(2)  The  population 
of  eligible  clients  in  the  geographic 
area  served  by  the  recipient,  including 
all  significant  segments  of  that  popu¬ 
lation  with  special  difficulties  of 
access  to  legal  services  or  special  legal 
problems;” 


The  word  "and”  should  be  deleted 
from  subsection  (b)(4)  and  the  follow¬ 
ing  subsections  added; 

(6)  The  need  of  the  recipient’s  em¬ 
ployees  for  specialized  training  in  par¬ 
ticular  areas  of  the  law;  and, 

(7)  the  need  for  and  availability  of 
outreach  services  in  the  area  served  by 
the  recipient. 

Comment  Section  9(b)(1)  of  the 
amendments  requires  that  recipients 
adopt  procedures  for  setting  and  im¬ 
plementing  priorities  taking  into  ac¬ 
count  the  relative  needs  of  eligible  cli¬ 
ents,  "including  particularly  the  needs 
for  service  on  the  p8u*t  of  significant 
segments  of  the  population  of  eligible 
clients  with  special  difficulties  of 
access  to  legal  services  or  special  legal 
problems  •  •  The  elderly  and 
handicapped  are  cited  as  examples  of 
groups  with  such  problems. 


The  legislative  history  of  this,  provi¬ 
sion  makes  clear  that  it  was  not  meant 
to  establish  a  preference  for  certain 
groups  of  eligible  clients.  See  Conf. 
Rep.  No.  95-825,  95th  Cong.,  1st  Sess. 
(1977),  at  12;  S.  Rep.  No.  95-172,  95th 
Cong.,  1st  Sess.  (1977),  at  13.  Rather, 
it  is  intended  to  insure  that  the  needs 
of  all  significant  segments  of  the 
client  community  are  considered  in 
setting  priorities  and  that  the  consid¬ 
eration  extends  to  a  need  for  expand¬ 
ed  access  to  service  as  well  as  substan¬ 
tive  problems.  Part  1620  of  the  regula¬ 
tions  should  be  amended  to  make 
these  requirements  explicit. 

Thomas  Ehrlich, 
President 

Legal  Services  Corporation. 

[FR  Doc.  78-7130  Filed  3-16-78;  8:45  am] 
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This  section  of  the  FEDERAL  REGISTER  contains  documents  other  than  rules  or  proposed  rules  that  are  applicable  to  the  public.  Notices  of  hearings  and 
investigations,  committee  meetings,  agency  decisions  and  rulings,  delegations  of  authority,  filing  of  petitions  and  applications  and  agency  stotements  of 
organization  and  functions  are  examples  of  documents  appearing  in  this  section. 


[6110-01] 

ADMINISTRATIVE  CONFERENCE  OF 
THE  UNITED  STATES 

COMMITTEE  ON  LICENSES  AND 
AUTHORIZATIONS 

Meeting 

Pursuant  to  the  Federal  Advisory 
Conunittee  Act  (Pub.  L.  92-463),  notice 
is  hereby  given  of  a  meeting  of  the 
Committee  on  Licenses  and  Authoriza¬ 
tions  of  the  Administrative  Confer¬ 
ence  of  the  United  States,  to  be  held 
at  11  a.m.,  Tuesday,  April  11,  1978,  at 
the  office  of  O’Melveny  8c  Myers,  1800 
M  Street  NW.,  Suite  500  South,  Wash¬ 
ington,  D.C. 

The  Committee  will  meet  to  discuss 
Professor  Robert  W.  Hamilton’s  study 
of  government  use  of  voluntary  stan¬ 
dards. 

Attendance  is  open  to  the  interested 
public,  but  limited  to  the  space  avail¬ 
able.  Persons  wishing  to  attend  should 
notify  this  office  at  least  two  days  in 
advance.  The  Committee  Chairman,  if 
he  deems  it  appropriate,  may  permit 
members  of  the  public  to  present  oral 
statements  at  the  meeting;  any 
member  of  the  public  may  file  a  writ¬ 
ten  statement  with  the  Committee 
before,  during  or  after  the  meeting. 

For  further  information  concerning 
this  meeting  contact  David  M. 
Pritzker,  202-254-7065.  Minutes  of  the 
meeting  will  be  available  on  request. 

Richard  K.  Berg, 
Executive  Secretary. 

March  8, 1978. 

[PR  E>oc.  78-7145  Piled  3-16-78;  8:45  am] 


[3410-34] 

DEPARTMENT  OF  AGRICULTURE 

Animal  and  Plant  Haolth  Intpaction  Satvic* 

NEW  YORK  ANIMAL  IMPORT  CENTER, 
NEWBURGH,  N.Y. 

Availability  of  Final  Envirenmontal  Statomont 

Pursuant  to  section  102(2KC)  of  the 
National  Environmental  Policy  Act  of 
1969,  the  Animal  and  Plant  Health  In¬ 
spection  Service,  Department  of  Agri¬ 
culture,  has  prepared  a  final  environ¬ 
mental  statement  for  the  proposed 
New  York  Animal  Import  Center, 
Newburgh,  N.Y.  USDA-APHIS-ADM- 
76-1-F. 

The  final  environmental  statement 
concerns  the  construction  of  a  pro¬ 


posed  Animal  Import  Center  on  a  site 
at  Stewart  Airport  near  Newburgh, 
N.Y.  This  proposed  Animal  Import 
Center  will  replace  an  existing  facility 
in  Clifton.  N.J. 

The  final  environmental  statement 
was  transmitted  to  the  Environmental 
Protection  Agency  on  February  7, 
1978. 

Copies  are  available  for  inspection 
during  regular  working  hours  at  the 
following  locations: 

USDA.  APHIS,  ASO,  Architectural  Engi¬ 
neering  Branch,  Room  522,  Presidential 
Building,  6525  Belcrest  Road,  Hyattsville, 
Md.  20782. 

Metropolitan  Transportation  Authority, 
Stewart  Airport,  Newburgh,  N.Y.  12550. 
Public  Library.  Grand  Street.  Newburgh, 
N.Y.  12550. 

A  limited  number  of  single  copies 
are  available  upon  request  to  Architec¬ 
tural  Engineering  Branch,  Administra¬ 
tive  Services  Division,  Animal  and 
Plant  Health  Inspection  Service,  U.S. 
Department  of  Agriculture,  Room  522, 
Presidential  Building,  6525  Belcrest 
Road,  Hyattsville.  Md.  20782. 

Copies  of  the  final  environmental 
statement  have  been  sent  to  various 
Federal,  State,  and  local  agencies. 

Dated:  March  14. 1978. 

J.  K.  Atwell, 

Acting  Administrator,  Aninal 
and  Plant  Health  Inspection 
Service. 

[FR  Doc.  78-7159  Piled  3-16-78;  8:45  ami 


[3410-37] 

Food  Sofoty  and  Quality  Sorvico 

PUBLICIZING  NAMES  OF  CHRONIC  PROBLEM 
MEAT  AND  POULTRY  PLANTS 

Policy  Statomont 

The  Food  Safety  and  Quality  Ser¬ 
vice  (FSQS)  is  responsible  for  inspect¬ 
ing  meat  and  poultry  at  more  than 
7,000  federally  inspected  plants.  In  ad¬ 
dition  to  regular  in-the-plant  inspec¬ 
tion,  FSQS  conducts  systematic  inter¬ 
nal  reviews  which  measure  the  likeli¬ 
hood  that  a  plant  is  producing  adulter¬ 
ated  or  incorrectly  labeled  product 
that  could  be  detrimental  to  the 
health  or  welfate  of  the  general 
public.  Although  most  meat  and  poul¬ 
try  plants  operate  in  compliance  with 
requirements,  a  few  plants  consistent¬ 
ly  work  as  close  as  possible  to  the  ab¬ 
solute  minimum  standards  fof  safety 
and  labeling.  This  notice  announces  a 


new  policy  for  identifying,  reviewing, 
and  making  known  the  names  of 
chronically  deficient  plants,  to  provide 
the  public  with  further  information  on 
meat  and  poultry. 

Plants  reviewed  under  procedures  of 
the  Inplant  Compliance  Program '  are 
rated  according  to  one  of  four  catego¬ 
ries  depending  on  the  significance  of 
the  deficiencies  found  during  the 
review.  If  no  significant  deficiencies 
are  observed,  a  plant  is  assigned  to  cat¬ 
egory  4.  Plants  with  only  minor  defi¬ 
ciencies  are  assigned  to  category  3.  Se¬ 
rious  deficiencies  result  in  category  1 
or  2  assignments. 

A  “problem  plant”  is  a  plant  having 
two  consecutive  reviews  with  a  se¬ 
quence  of  categories  1-1  or  2-1,  or 
three  consecutive  reviews  with  a  se¬ 
quence  of  1-2-2  or  2-2-2.  Written 
notice  will  be  given  to  managers  of  the 
plant  when  the  plant  becomes  a  prob¬ 
lem  plant.  Followup  reviews  of  prob¬ 
lem  plants  will  be  conducted  at  6- 
month  intervals.  Two  successive  re¬ 
views  of  category  3  or  4  will  remove  a 
plant  from  the  problem  plant  classifi¬ 
cation  and  prevent  it  from  becoming  a 
“chronic  problem  plant.” 

A  “chronic  problem  plant”  is  any 
previously  designated  problem  plant 
which  on  either  of  its  next  two  reviews 
is  assigned  to  category  1  or  2.  Names 
of  all  futur  chronic  problem  plants 
that  show  deficiencies  in  areas  of 
plant  responsibility  will  be  announced 
to  the  public  as  they  are  identified. 
Followup  reviews  will  normally  be  con¬ 
ducted  at  6-month  intervals  until  two 
successive  reviews  show  sustained  ac¬ 
ceptable  conditions,  demonstrated  by 
either  category  3  or  4  ratings.  At  the 
request  of  the  plant,  the  first  followup 
review  will  be  conducted  ahead  of 
schedule  as  soon  as  arrangements  for 
such  review  can  be  made  by  FSQS.  A 
followup  announcement  to  the  public 
will  be  made  following  a  plant’s  remov¬ 
al  from  “chronic  problem  plant”  clas¬ 
sification. 

Failure  of  establishments  to  comply 
with  the  provisions  of  the  Federal 
Meat  Inspection  Act  and  the  regula- 


'These  procedures  for  inplant  compliance 
program  reviews,  including  the  basis  for  the 
categories  and  ratings,  are  set  forth  in  MPI 
Directive  921.2.  Interested  parties  may  re¬ 
quest  and  obtain  a  free  copy  of  this  direc¬ 
tive  by  contacting  Administrative  Services 
Division.  Food  Safety  and  Quality  Service, 
U.S.  Department  of  Agriculture,  Room  0157, 
South  Building,  Washington,  D.C.  20250. 
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tions  thereunder  may,  in  appropriate 
cases,  result  in  the  refusal  or  with¬ 
drawal  of  inspection  services  pursuant 
to  sections  4,  6,  8,  and  401  of  the  Fed¬ 
eral  Meat  Inspection  Act  (21  U.S.C. 
604,  606,  608,  and  671)  and  the  rules 
and  regulations  thereunder  (9  CFR 
304.2,  305.5,  335.1-335.21;  42  FR  10960- 
10962). 

Failure  of  establishments  to  comply 
with  the  provisions  of  the  Poultry 
Products  Inspection  Act  and  the  regu¬ 
lations  thereunder  may.  in  appropri¬ 
ate  cases,  result  in  suspension  or  with¬ 
drawal  of  inspection  services  pursuant 
to  sections  7  and  18(b)  of  the  Poultry 
Products  Inspection  Act  (21  U.S.C.  456 
and  467(b))  and  the  rules  and  regula¬ 
tions  thereunder  (9  CFR  381.21, 
381.29,  381.230-381.236;  42  FR  10960- 
10963  and  42  FR  12416-12417). 

Followup  reviews  at  problem  plants 
or  chronic  problem  plants  may  be  sus¬ 
pended  if  withdrawal  of  inspection  ser¬ 
vices  is  contemplated  or  underway. 

Done  at  Washington,  D.C.,  on  March 
8,  1978. 

Robert  Angelotti, 
Administrator.  Food  Safety 
and  Quality  Service. 

[FR  Doc.  78-6719  Piled  3-16-78;  8:45  am] 


[3410-16] 

Soil  Contervotiofi  Sorvico 

AGRICULTURE-RELATiD  POLLUTANT  CONTROL 
RCAD  MEASURE,  N.  MEX. 

Intont  Not  To  Proporo  on  Fnvironmontal  Impact 
Stotomont 

Pursuant  to  section  102(2)(C)  of  the 
National  Environmental  Policy  Act  of 
1969;  the  Council  on  Environmental 
Quality  Guidelines  (40  CFR'  Part 
1500);  and  the  Soil  Conser\'ation  Ser¬ 
vice  Guidelines  (7  CFR  Part  650);  the 
Soil  Conservation  Service,  U.S.  De¬ 
partment  of  Agriculture,  gives  notice 
that  an  environmental  impact  state¬ 
ment  is  not  being  prepared  for  the  Ag¬ 
riculture-Related  Pollutant  Control 
RC&D  Measure.  Chaves  and  Eddy 
Counties,  N.  Mex. 

The  environmental  assessment  of 
this  Federally  assisted  action  indicates 
that  the  project  will  not  cause  signifi¬ 
cant  local,  regional,  or  national  im¬ 
pacts  on  the  environment.  As  a  result 
of  these  findings.  Mr.  A.  W.  Hamel- 
strom.  State  Conservationist,  has  de¬ 
termined  that  the  preparation  and 
review  of  afi  environmental  impact 
statement  are  not  needed  for  this  pro¬ 
ject. 

The  measure  concerns  a  plan  for 
waste  control  at  animal  confinement 
facilities.  The  planned  works  of  im¬ 
provement  include  diversions  and  tem¬ 
porary  holding  ponds. 

The  notice  of  intent  not  to  prepare 
an  environmental  impact  statement 
has  been  forwarded  to  the  Environ¬ 


mental  Protection  Agency.  The  basic 
data  developed  during  the  environ¬ 
mental  assessment  are  on  file  and  may 
be  reviewed  by  contacting  Mr.  A.  W. 
Hamelstrom.  State  Conservationist. 
Soil  Conservation  Service,  517  Gold 
Avenue  SW.,  Albuquerque.  N.  Mex. 
87103.  505-766-3277.  An  environmental 
impact  appraisal  has  been  prepared 
and  sent  to  various  Federal,  State,  and 
local  agencies  and  interested  parties.  A 
limited  number  cf  copies  of  the  envi¬ 
ronmental  impact  appraisal  are  avail¬ 
able  to  fill  single  copy  requests  at  the 
above  address. 

No  administrative  action  on  imple¬ 
mentation  of  the  proposal  will  be 
taken  until  after  April  17. 1978. 

(Catalog  of  Federal  Domestic  Assistance 
Program  No.  10.901,  Resource  Conservation 
and  Development  Program— Pub.  L.  87-703, 
16  U.S.C.  590a-f.  q.) 

Dated;  March  8, 1978. 

Edward  E.  Thomas, 
Assistant  Administrator  for 
Land  Resources,  Soil  Conser¬ 
vation  Service. 

(FR  Doc.  78-7209  Filed  3-17-78;  8:45  am] 


[6330-01] 

CIVIL  AERONAUTICS  BOARD 

[Docket  30332;  Agreement  C.A.B.  27167; 

Order  78-3-49] 

INTERNATIONAL  AIR  TRANSPORT 
ASSOCIATION 

Specific  Commodity  Ratot 

Issued  under  delegated  authority 
March  10.  1978. 

An  agreement  has  been  filed  with 
the  Board  pursuant  to  section  412(a) 
of  the  Federal  Aviation  Act  of  1958 
(the  Act)  and  Part  261  of  the  Board’s 
Economic  Regulations  between  var¬ 
ious  air  carriers,  foreign  air  carriers, 
and  other  carriers  embodied  in  the  res¬ 
olutions  of  the  Joint  'Traffic  Confer¬ 
ences  of  the  International  Air  Trans¬ 
port  Association  (lATA),  and  adopted 
pursuant  to  the  provisions  of  Resolu¬ 
tion  590  dealing  with  specific  commod¬ 
ity  rates. 

The  agreement  would  add  a  specific 
commodity  rate,  under  an  existing 
commodity,  description  as  set  forth 
below,  reflecting  a  reduction  from  gen¬ 
eral  cargo  rates;  and  was  adopted  pur¬ 
suant  to  unprotested  notice  to  the  car¬ 
riers  and  promulgated  in  an  lATA 
letter  dated  February  23.  1978. 


Spe- 

cUlc 

Agree-  com¬ 
ment  mod- 
CAB  ity 
item 
No. 

Description  and  rate ' 

37167..  9993. 

.  Removal  of  household  goods  and 
personal  effects:  (A)  Household 
goods,  used,  not  for  resale:  (B) 
personal  effects,  consisting  of 
wearing  apparel  cosmetics,  toilet 
articles  and  articles  worn  by  an  in¬ 
dividual.  used,  not  for  resale, 
when  in  mixed  shipments  with 
the  commodities  named  in  (A) 
above;  270  c/kg.,  minimium 
weight  100  kg.  From  Lagos/Kano 
to  New  York. 

'Subject  to  applicable  currency  conversion  fac¬ 
tors  as  shown  in  tariffs. 

Pursuant  to  authority  duly  delegat¬ 
ed  by  the  Board  in  the  Board’s  Regu¬ 
lations,  14  CFR  385.14,  it  is  not  found 

that  the  agreement  is  adverse  to  the 
public  interest  or  in  violation  of  the 
Act  provided  that  approval  is  subject 
to  the  conditions  ordered. 

Accordingly,  It  is  ordered  that 

Agreement  CAB  27167  be  approved, 
provided  that  (a)  approval  shall  not 
constitute  approval  of  the  specific 
commodity  descriptions  contained 
therein  for  purposes  of  tariff  publica¬ 
tions;  (b)  tariff  filings  shall  be  marked 
to  become  effective  on  not  less  than  60 
days’  notice  from  the  date  of  filing; 
and  (c)  where  a  specific  commodity 
rate  is  published  for  a  specified  mini¬ 
mum  weight  at  a  level  lower  than  the 
general  commodity  rate  applicable  for 
such  weight,  and  where  a  general  com¬ 
modity  rate  is  published  for  a  greater 
minimum  weight  at  a  level  lower  than 
such  specific  commodity  rate,  the  spe¬ 
cific  commodity  rate  shall  be  extended 
to  all  such  greater  minimum  weights 
at  the  applicable  general  commodity 
rate  level. 

Persons  entitled  to  petition  the 
Board  for  review  of  this  order,  pursu¬ 
ant  to  the  Board’s  Regulations  14  (TFR 
385.50,  may  file  such  petitions  within 
ten  days  after  the  date  of  service  of 
this  order. 

This  order  shall  be  effective  and 
become  the  action  of  the  Civil  Aero¬ 
nautics  Board  unless  within  such 
period  a  petition  for  review  is  filed  or 
the  Board  gives  notice  that  it  will 
review  this  order  on  its  own  motion. 

This  order  will  be  published  in  the 
Federal  Register. 

Phyllis  T.  Kaylor, 
Secretary. 

James  L.'  Deegan, 

Chief.  Passenger  and  Cargo 
Rates  Division,  Bureau  of 
Pricing  and  Domestic  Avi¬ 
ation. 

(FR  Doc.  78-7200  Piled  3-16-78;  8:45  am] 
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[6320-01] 

TARIFF  FILING  AUTHORITY  PICK-UP  AND 
DEUVERY  ZONE 

Notice  of  Application 

March  13.  1978. 

In  accordance  with  Part  222  (14  CFR 
Part  222)  of  the  Board’s  Economic 
Regulations  (effective  June  12,  1964), 
notice  is  hereby  given  that  the  C^vil 
Aeronautics  Board  has  received  an  ap¬ 
plication,  Docket  32237,  from  Emery 
Air  Freight  Corp.,  Wilton,  Conn. 
06897,  for  authority  to  provide  pick-up 
and  delivery  service  between  Orlando, 
Fla.  and  Daytona  Beach  Shores,  Port 
Orange.  South  Daytona,  Holly  Hill, 
Ormond  Beach,  and  Edgewater,  Fla. 

Under  the  provisions  of  §  222.3(c)  of 
Part  222,  interested  persons  may  file 
an  answer  in  opposition  to  or  in  sup¬ 
port  of  this  application  on  or  before 
April  3, 1978.  An  executed  original  and 
nineteen  copies  of  such  answer  shall 
be  addressed  to  the  Docket  Section, 
Civil  Aeronautics  Board,  Washington, 
D.C.  20428.  It  shall  set  forth  in  detail 
the  reasons  for  the  position  taken  and 
include  such  economic  data  and  facts 
as  are  relied  upon,  and  shall  be  served 
upon  the  applicant  and  state  the  date 
of  such  service. 


Phyllis  T.  Kaylor, 
Secretary. 

[FR  Doc.  78-7201  Piled  3-16-78;  8:45  ami 


[3510-24] 

DEPARTMENT  OF  COMMERCE 

Economic  Dovolopmont  Administration 

FAIRHAVEN  CORP.,  AND  MICROSTAR,  INC 

PoHtions  for  Dotorminotions  of  Eligibility  To 

Apply  for  Trodo  Adjustmont  Assistonco 

Petitions  were  accepted  for  filing 
from  two  firms;  (1)  Fairhaven  Corp., 
P.O,  Box  G-830,  358  Belleville  Avemje, 
New  Bedford.  Mass.  02742,  a  producer 
of  handbags  and  purses  (accepted 
March  8, 1978);  and  (2)  Microstar,  Inc., 
1290  Motor  Parkway,  Hauppauge,  N.Y. 
11787,  a  producer  of  digital  watches 
(accepted  March  9,  1978).  The  peti¬ 
tions  were  submitted  pursuant  to  Sec¬ 
tion  251  of  the  Trade  Act  of  1974  (Pub. 
L.  93-618)  and  §315.23  of  the  Adjust¬ 
ment  Assistance  Regulations  for  Firms 
and  Communities  (13  CFR  Part  315). 

Consequently,  the  U.S.  Department 
of  Commerce  has  initiated  separate  in¬ 
vestigations  to  determine  whether  in¬ 
creased  imports  into  the  United  States 
of  articles  like  or  directly  competitive 
with  those  produced  by  each  firm  con¬ 
tributed  importantly  to  total  or  partial 
separation  of  the  firm’s  workers,  or 
threat  thereof,  and  to  a  decrease  in 
sales  or  production  of  each  petitioning 
firm. 

Any  party  having  a  substantial  inter¬ 
est  in  the  proceedings  may  request  a 


public  hearing  on  the  matter.  A  re¬ 
quest  for  a  hearing  must  be  received 
by  the  Chief,  Trade  Act  Certification 
Division.  Economic  Development  Ad¬ 
ministration,  U.S.  Department  of 
Commerce,  Washington,  D.C.  20230, 
-no  later  than  the  close  of  business  of 
the  tenth  calendar  day  following  the 
publication  of  this  notice. 

Charles  L.  Smith, 
Acting  Chief,  Trade  Act  Certifi¬ 
cation  ^vision.  Office  of 
Planning  and  Program  Sup¬ 
port 

[FR  Doc.  78-7143  FUed  3-16-78;  8:45  am] 


[3510-22] 

Notiowl  Ocoonk  and  AtiookRiioric 
AdwIniitrwHon 

NEW  ENGLAND  FISHERY  MANAGEMENT 
COUNCIL 
Public  Mooting 

The  New  England  Fishery  Manage¬ 
ment  Council,  established  by  section 
302  of  the  Fishery  Conservation  and 
Management  Act  of  1976  (Pub.  L.  94- 
265),  will  meet  April  19-20, 1978  at  the 
Holiday  Inn,  Junction  of  Routes  1  and 
128,  Peabody,  Mass.  The  meeting 
starts  at  10  a.m.  and  will  adjourn  at 
approximately  5  p.m.  April  19,  and  9 
a.m.  to  approximately  5  p.m.  on  April 
20. 

Proposed  Agenda 

(1)  Groundfish  Management  Plan- 
amendments;  (2)  Herring  Management 
Plan;  (3)  Ocean  Perch  Management 
Plan;  and  (4)  Other  Business. 

Meeting  is  open  to  the  public.  For 
more  information  on  seating,  changes 
to  the  agenda,  or  written  comments, 
contact  Spencer  Apollonio,  Executive 
Director,  New  England  Fishery  Man¬ 
agement  Council,  Peabody  Office 
Building,  One  Newbury  Street,  Pea¬ 
body,  Mass.  01960,  telephone  617-535- 
5450. 

Dated;  March  14, 1978. 

Winfred  H.  Meibohm, 
Associate  Director,  National 
Marine  Fisheries  Service. 

[FR  Doc.  78-7139  FUed  3-16-78;  8:45  am] 


[3510-22] 

NEW  ENGLAND  FISHERY  MANAGEMENT 
COUNQL’S  SOENTIFIC  AND  STATISTICAL 
COMMITTEE 

Public  Mooting 

A  meeting  of  the  Scientific  and  Sta¬ 
tistical  Committee  of  the  New  Eng¬ 
land  Fishery  Management  CouncU,  es¬ 
tablished  under  section  302(g)  of  the 
Fishery  Conservation  and  Manage¬ 
ment  Act  of  1976  (Pub.  L.  94-265),  will 
be  held  on  April  12.  1978  at  the  Uni¬ 
versity  of  Rhode  Island,  Faculty 
Center,  Upper  College  Road.  Kings¬ 
ton,  R.I.,  from  9;30  a.m.  to  approxi¬ 
mately  4:30  p.m. 


The  meeting  may  be  extended  or 
shortened  depending  on  progress  on 
the  agenda. 

Proposed  Agenda 

(1)  Multi-species  management;  (2) 
Objectives  and  data  needs  for  ocean 
perch  management;  (3)  Review  of  re¬ 
sults  of  survey  of  Mid- Atlantic  Scallop 
fishery;  and  (4)  Other  Business. 

The  meeting  is  open  to  the  public. 
For  more  information  on  seating, 
changes  to  the  agenda,  and/or  written 
comments,  contact  Spencer  Apollonio. 
Executive  Director,  New  England 
Fishery  Management  Council,  Pea¬ 
body  Office  Building.  One  Newbury 
Street,  Peabody,  Mass.  01960  tele¬ 
phone  617-535-5450. 

Dated;  March  14, 1978. 

Winfred  H.  Meibohm, 
Associate  Director,  National 
Marine  Fisheries  Service. 

[FR  Doc.  78-7138  FUed  3-16-78;  8:45  am] 


[3510-22] 

SOUTH  ATLANTIC  FISHERY  MANAGEMENT 
COUNCIL 

Public  Mooting 

The  South  Atlantic  Fishery  Manage¬ 
ment  Coimcil,  established  by  section 
302  of  the  Fishery  Conservation  and 
Management  Act  of  1976  (Pub.  L.  94- 
265),  will  meet  April  25-27,  1978  at 
Hilton  Inn,  101  South  Adams  Street, 
Tallahassee,  Fla.  32302.  The  meeting 
starts  at  1:30  p.m.  on  April  25  and  will 
adjourn  at  about  noon  on  April  27. 

Proposed  Agenda 

(1)  Snapper-Grouper  Fishery  Man¬ 
agement  Plan;  (2)  Billfish  Fishery 
Management  Plan;  (3)  King  and  Span¬ 
ish  Mackerel  Fishery  Management 
Plan;  and  (4)  Other  management  busi¬ 
ness. 

Meeting  is  open  to  the  public.  For 
more  information  on  seating,  changes 
to  the  agenda,  or  written  comments, 
contact  Ernest  D.  Premetz,  Executive 
Director,  South  Atlantic  Fishery  Man¬ 
agement  Council,  1  Southpark  Circle, 
Suite  306,  Charleston,  S.C.  29407,  tele¬ 
phone  803-571-4366. 

Dated:  March  14. 1978. 

Winfred  H.  Meibohm, 
Associate  Director, 

National  Marine  Fisheries  Service. 

[FR  Doc.  78-7140  FUed  3-16-78;  8:45  am] 


[3510-22] 

COD  FISHING 

Qosing  of  tho  Commordol  By-Catch  Fithory  for 
Cod  in  tho  Gulf  of  Moino 

Notice  is  hereby  given  pursuant  to 
50  CFR  651.8(a)(3)  (See  F^eral  Reg- 
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ISTER,  December  30,  1977,  page  65187) 
that  the  Assistant  Administrator  for 
Fisheries  has  determined  from  statis¬ 
tics  maintained  by  the  National 
Marine  Fisheries  Service  that  the  total 
quarterly  allocation  of  cod  for  the 
commercial  fishery  in  the  Gulf  of 
Maine  has  been  taken. 

The  directed  fishery  for  cod  had 
been  closed  effective  March  1,  1978 
(Federal  Register,  March  1,  1978, 
page  8282)  when  50  percent  of  the 
quarterly  allocation  was  reached. 

I  hereby  announce  that  the  season 
for  taking  cod  by  commercial  fishing 
vessels  in  the  Gulf  of  Maine  for  the 
period  January  1,  1978  to  March  31, 
1978  by  persons  subject  to  the  jurisdic¬ 
tion  of  the  United  States  shall  termi¬ 
nate  at  2400  hours,  March  19,  1978. 
This  restriction  shall  remain  in  effect 
until  2400  hours.  March  31, 1978. 

(1)  The  crew  of  any  commercial  fish¬ 
ing  vessel  must  sort  its  catch  and 
return  any  cod  caught  in  the  FCZ  to 
the  sea  immediately,  with  a  minimum 
of  injury,  regardless  of  Its  condition; 

(2)  It  shall  be  unlawful  to  land  cod 
caught  in  the  FCZ;  and 

(3)  It  shall  be  a  rebuttable  presump¬ 
tion  that  any  cod  found  on  board  a 
vessel  was  caught  and  retained  in  vio¬ 
lation  of  50  CFR  Part  651. 

Issued  at  Washington,  D.C.,  and 
dated  March  14, 1978. 

Winfred  H.  Meibohm, 
Associate  Director, 

National  Marine  Fisheries  Service. 

(FR  Doc.  78-7212  PUed  3-18-78;  8:45  am] 


[3510-22] 

COD  FISHING 

Qoting  of  Hio  Commorciol  By-Catdi  Fithory  for 
Cod  in  Aroot  Other  Than  Gulf  of  Maine 

Notice  Is  hereby  given  pursuant  to 
50  CFR  651.8(a)(3)  (see  Federal  Regis¬ 
ter,  December  30,  1977,  page  65187) 
that  the  Assistant  Administrator  for 
Fisheries  has  determined  from  statis¬ 
tics  maintained  by  the  National 
Marine  Fisheries  Service  that  the  total 
quarterly  allocation  of  cod  for  the 
commercial  fishery  in  areas  other 
than  the  Gulf  of  Maine  has  been 
taken. 

The  directed  fishery  for  cod  had 
been  closed  effective  March  1,  1978 
(Federal  Register,  March  1,  1978, 
page  8282)  when  50  percent  of  the 
quarterly  allocation  was  reached. 

I  hereby  announce  that  the  season 
for  taking  cod  by  commercial  fishing 
vessels  in  areas  other  than  the  Gulf  of 
Maine  for  the  period  January  1,  1978, 
to  March  31,  1978,  by  persons  subject 
to  the  jurisdiction  of  the  United 
States  shall  terminate  at  2400  hours, 
March  19,  1978.  This  restriction  shall 
remain  in  effect  until  2400  hours, 
March  31,  1978. 

(1)  The  crew  of  any  commercial  fish- 
^  ing  vessel  must  sort  its  catch  and 


return  any  cod  cought  in  the  FCZ  to 
the  sea  immediately,  with  a  minimum 
of  injury,  regardless  of  Its  condition; 

(2)  It  shall  be  unlawful  to  land  cod 
caught  in  the  FCZ;  and 

(3)  It  shall  be  a  rebuttable  presump¬ 
tion  that  any  cod  found  on  board  a 
vessel  was  caught  and  retained  in  vio¬ 
lation  of  50  CFR  Part  651. 

Issued  at  Washington,  D.C.,  and 
dated  March  14.  1978. 

Winfred  H.  Meibohm, 
Associate  Director,  National 
Marine  Fisheries  Service. 

[FR  Doc.  78-7211  Filed  3-16-78;  8:45  am) 


[3510-22] 

HADDOCK  FISHING 

Cloting  of  tho  by-Cotch  Fithory  for  Haddock 

Notice  is  hereby  given  pursuant  to 
50  CFR  651.8(a)(3)  (See  Federal  Reg¬ 
ister,  December  30,  1977,  page  65187) 
that  the  Assistant  Administrator  for 
Fisheries  has  determined  from  statis¬ 
tics  maintained  by  the  National 
Marine  Fisheries  Service  that  the  total 
quarterly  allocation  of  haddock  in  the 
FCZ  has  been  taken. 

I  hereby  announce  that  the  season 
for  taking  haddock  in  the  FCZ  for  the 
period  January  1,  1978  to  March  31, 
1978  by  persons  subject  to  the  jursidic- 
tion  of  the  United  States  shall  termi¬ 
nate  at  2400  hours,  March  19,  1978. 
This  restriction  shall  remain  in  effect 
until  2400  hours,  March  31, 1978. 

(1)  The  crew  of  any  commercial  fish¬ 
ing  vessel  must  sort  its  catch  and 
return  any  haddock  caught  in  the  FCZ 
to  the  sea  immediately,  with  a  mini¬ 
mum  of  injury,  regardless  of  its  condi¬ 
tion; 

(2)  Recreational  fishermen  must 
return  any  haddock  caught  in  the  FCZ 
to  the  sea  immediately,  with  a  mini¬ 
mum  of  injury,  regardless  of  its  condi¬ 
tion; 

(3)  It  shall  be  unlawful  to  land  had¬ 
dock  caught  in  the  FCZ;  and 

0 

(4)  It  shall  be  a  rebuttable  presump¬ 
tion  that  any  haddock  found  on  board 
a  vessel  was  caught  and  retained  in 
violation  of  50  CFR  Part  651. 

Issued  at  Washington,  D.C.,  and 
dated  March  14.  1978. 

Winfred  H.  Meibohm, 
Associate  Director,  National 
Marine  Fisheries  Service. 

[FR  Doc.  78-7210  Filed  3-16-78;  8:45  am) 


[6820-33] 

COMMITTEE  FOR  PURCHASE  FROM 
THE  BLIND  AND  OTHER  SEVERELY 
HANDICAPPED 

PROCUREMENT  LIST  1978 
Addition 

AGENCY:  Committee  for  Purchase 
from  the  Blind  and  Other  Severely 
Handicapped. 

ACTION:  Addition  to  Procurement 
List. 

SUMMARY:  This  action  adds  to  Pro¬ 
curement  List  1978  a  service  to  be  pro¬ 
vided  by  workshops  for  the  blind  or 
other  severely  handicapped. 

EFFECTIVE  DATE:  March  17,  1978. 

ADDRESS:  Committee  for  Purchase 
from  the  Blind  and  Other  Severely 
Handicapped,  2009  14th  Street  North, 
Suite  610,  Arlington,  Va.  22201. 

FOR  FURTHER  IITFORMATION 
CONTACT: 

C.  W.  Fletcher,  703-557-1145. 

SUPPLEMENTARY  INFORMATION: 
On  January  6,  1978  the  Committee  for 
Purchase  from  the  Blind  and  Other 
Severely  Handicapped  published  a 
notice  (43  FR  1117)  of  proposed  addi¬ 
tion  to  Procurement  List  1978,  Novem¬ 
ber  14,  1977  (42  FR  59015). 

After  consideration  of  the  relevant 
matter  presented,  the  Committee  has 
determined  that  the  services  listed 
below  is  suitable  for  procurement  by 
the  Federal  Government  under  41 
U.S.C.  46-48(c),  85  Stat.  77. 

Accordingly,  the  following  service  is 
hereby  added  to  Procurement  List 
1978: 

SIC  7349— Janitorial  Services  (SH),  Human 
Resources  Spaces  only,  of  Building  119, 
Ault  Field,  Naval  Air  Station,  Whidbey 
Island,  Washington. 

E.  R.  Alley,  Jr., 
Acting  Executive  Director. 
[FR  Doc.  78-7153  Filed  3-16-78;  8:45  am) 


[6820-33] 

PROCUREMENT  LIST  1978 
Proposed  Addition 

AGENCY:  Committee  for  Purchase 
from  the  Blind  and  Other  Severely 
Handicapped. 

ACTION:  Proposed  Addition  to  Pro¬ 
curement  List. 

SUMMARY:  The  Committee  has  re¬ 
ceived  a  proposal  to  add  to  Procure¬ 
ment  List  1978  a  service  to  be  provided 
by  workshops  for  the  blind  and  other 
severely  handicapped. 

COMMENTS  MUST  BE  RECEIVED 
ON  OR  BEFORE:  April  19,  1978. 

ADDRESS:  Committee  for  Purchase 
from  the  Blind  and  Other  Severely 
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Handicapped.  2009  14th  Street  North, 
Suite  610,  Arlington,  Va.  22201. 

FOR  FURTHER  INFORMATION 
CONTACT: 

C.  W.  Fletcher,  703-557-1145. 

SUPPLEMENTARY  INFORMATION: 
This  notice  is  published  pursuant  to  41 
U.S.C.  47(aK2),  85  Stat.  77. 

If  the  Committee  approves  the  pro¬ 
posed  addition,  all  entities  of  the  Fed¬ 
eral  Gtovemment  will  be  required  to 
procure  the  service  listed  below  from 
workshops  for  the  blind  or  other  se¬ 
verely  hwdicapped. 

It  is  proposed  to  add  the  following 
service  to  Procurement  List  1978,  No¬ 
vember  14, 1977  (42  FR  59015): 

SIC  7349— Janitorial  Services,  U.S.  Depart¬ 
ment  of  Energy.  Morgantown  Energy  Re¬ 
search  Center,  Morgantown,  W.  Va 

E.  R.  Alley,  Jr., 
Acting  Executive  Director. 
[FR  Doc.  78-7154  FUed  3-16-78;  8:45  am] 


[6820-33] 

PtOCUREMENT  UST  1978 
PeioHotii 

AGENCY:  Committee  for  Purchase 
from  the  Blind  and  Other  Severely 
Handicapped. 

AC7TION:  Deletions  from  Procurement 
List. 

SUMMARY:  This  action  deletes  from 
Procurement  List  1978  services  pro¬ 
vided  by  workshops  for  the  blind  or 
other  severely  handicapped. 

EFFECTIVE  DATE:  March  17,  1978. 

ADDRESS:  Committee  for  Purchase 
from  the  Blind  and  Other  Severely 
Handicapped,  2009  14th  Street  North, 
Suite  610,  Arlington,  Va.  22201. 

FOR  FURTHER  INFORMATION 
CONTACT: 

C.  W.  Fletcher,  703-557-1145. 

SUPPLEMENTARY  INFORMATION: 
On  January  20,  1978  the  Committee 
for  Purchase  from  the  Blind  and 
Other  Severely  Handicapped  pub¬ 
lished  a  notice  (43  FR  2916)  of  pro¬ 
posed  deletion  from  Procurement  List 
1978,  November  14.  1977  (42  FR 
59015). 

After  consideration  of  the  relevant 
matter  presented,  the  Committee  has 
determined  that  the  services  listed 
below  are  no  longer  suitable  for  pro¬ 
curement  by  the  Federal  Government 
imder  41  UE.C.  46-48(c).  85  Stat.  77. 

Accordingly,  the  following  services 
are  hereby  deleted  from  Procurement 
List  1978: 

SIC  7349— Janitorial/Custodial  (SH),  Na¬ 
tional  Marine  Fisheries  Complex,  2725 
Montlake  Boulevard.  Elast,  Seattle,  Wash., 
for  the  West,  Central,  East,  and  Pilot 
Plant  Buildings;  and  the  Behavior  Labora¬ 
tory. 


SIC  7641— Furniture  Rehabilitation  (SH), 
Rickenbacker  Air  Force  Base,  Columbus. 
Ohio;  Wright-Patterson  Air  Force  Base, 
Dasinn,  Ohio. 

E.  R.  Alley,  Jr., 
Acting  Executive  Director. 
[FR  Doc.  78-7155  Filed  3-16-78;  8:45  am] 


[3810-70] 

DEPARTMENT  OF  DEFENSE 

Office  of  the  Secretary 

DEFENSE  ADVISORY  COMMITTEE  ON  WOMEN 
IN  THE  SERVICES 

Meeting 

Pursuant  to  Public  Law  92-463 
notice  is  hereby  given  that  the  next 
meeting  of  the  Defense  Advisory  Com¬ 
mittee  on  Women  in  the  Services 
(DACOWITS)  will  be  held  April  16  to 
April  19,  1978,  in  Washington  D.C.,  at 
the  Washington  Hotel,  15th  and  Penn¬ 
sylvania  Avenue  NW. 

Authorized  not  more  than  50  U.  S. 
citizens  as  members,  DACOWITS 
meets  twice  a  year  to  provide  the  De¬ 
partment  of  Defense  with  assistance 
and  advice  on  matters  relating  to 
women  in  the  Armed  Forces,  to  inter¬ 
pret  to  the  public  the  role  of  and  the 
need  for  servicewomen  and  to  encour¬ 
age  the  acceptance  of  military  service 
as  a  career  opportunity. 

Sessions  will  be  conducted  daily  as 
indicated  and  will  be  open  to  the 
public.  The  agenda  will  include  the 
following  meetings  and  discussions; 

Sunday,  April  16, 1978— The 
Washington  Hotel 

1:30  p.m.  to  3:00  p.m.— Briefing  for 
new  members. 

3:30  p.m.  to  4:30  p.m.— Executive 
Committee  Meeting. 

Monday,  April  17, 1978— The 
Washington  Hotel 

9:00  a.m.  to  9:30  a.m.— OSD  Briefing. 

9:30  a.m.  to  10:15  a.m.— ;U.  S.  Marine 
Corps  Briefing. 

10:30  a.m.  to  12:00  Noon— OSD  Brief¬ 
ings  continue. 

1:30  p.m.  to  2:30  p.m.— U.  S.  Navy 
Briefing. 

2:30  p.m.  to  5:30  p.m.— Subcommittee 
Meetings. 

6:00  p.m.  to  7:00  p.m.— Executive 
Committee  Meeting. 

Tuesday,  April  18,  1978— The 
Washington  Hotel 

8:30  a.m.  to  11:30  a.m.— Subconunit- 
tee  Meetings  continue. 

1:00  p.m.  to  2:00  p.m.— Enroute  to 
The  Basic  School,  Marine  Corps  Base, 
Quantico,  Virginia. 

2:15  p.m.  to  3:00  p.m.— Command 
Briefing  on  The  Basic  School. 

3:00  p.m.  to  3:15  p.m.— Field  Problem 
Briefing. 

3:15  p.m.  to  4:00  p.m.— Tour  of  Base 
Facilities. 


4:00  p.m.  to  4:15  p.m.— Travel  to 
Demonstration  Area. 

4:15  p.m.  to  5:30  p.m.— Observe  stu¬ 
dents  receiving  field  problem  orders 
and  rehearsing  problem. 

5:30  p.m.  to  6:30  p.m.— Meal  in  the 
field,  with  Marine  Escort  Officers. 

6:30  p.m.  to  8:00  p.m.— Observe  field 
problem. 

Wednesday,  April  19, 1978— The 
Washington  Hotel. 

8:00  a.m.  to  9:00  a.m.— Executive 
Committee  Meeting. 

9:00  a.m.  to  10:00  a.m.— Presenta¬ 
tions  by  members  of  the  public. 

10:00  a.m.  to  10:45  a.m.— U.  S.  Coast 
Guard  Briefing. 

10:45  a.m.  to  12:45  p.m.— General 
Session. 

Members  of  the  public  will  not  be 
permitted  to  go  on  the  field  trip  or 
attend  the  social  fimctions. 

The  following  rules  and  regulations 
will  govern  the  participation  by  mem¬ 
bers  of  the  public  at  this  meeting: 

(1)  All  business  sessions,  to  include 
Executive  Committee  sessions  will  be 
open  to  the  public. 

(2)  Interested  persons  may  submit  a 
written  statement  and/or  make  an 
oral  presentation  for  consideration  by 
the  Committee  during  the  meeting. 

(3)  Persons  desiring  to  make  an  oral 
presentation  or  submit  a  written  state¬ 
ment  to  the  Committee  must  notify 
the  DACOWITS  Executive  Secretary, 
OASD  (Manpower,  Reserve  '  Affairs 
and  Logistics),  Room  3D324,  the  Pen¬ 
tagon,  Washington,  D.C.  20301  by 
April  3, 1978. 

(4)  Length  and  number  of  oral  pre¬ 
sentations  to  be  made  will  depend  on 
the  number  of  requests  received  from 
the  members  of  the  public. 

(5)  Oral  presentations  by  members 
of  the  public  will  be  permitted  only 
from  9:00  a.m.  to  10:00  a.m.  on 
Wednesday,  19  April  1978,  before  the 
full  Committee. 

(6)  Each  person  desiring  to  make  an 
oral  presentation  or  submit  a  written 
statement  must  provide  the 
DACOWITS  Secretariat  with  40  copies 
of  the  presentation/statement  by  3 
April  1978. 

(7)  Persons  submitting  a  written 
statement  only  for  inclusion  in  the 
minutes  of  the  meeting  must  submit 
one  (1)  copy  either  before  or  during 
the  meeting  or  within  five  (5)  days 
after  the  close  of  the  meeting. 

(8)  Members  of  the  public  will  not  be 
permitted  to  enter  into  the  oral  discus¬ 
sion  conducted  by  the  committee 
members  at  any  of  the  sessions;  how¬ 
ever,  they  will  be  permitted  to  reply  to 
questions  directed  to  them  by  mem¬ 
bers  of  the  Committee. 

(9)  Members  of  the  public  will  be 
permitted  to  orally  question  the 
scheduled  speakers  if  time  allows  after 
the  official  participants  have  asked 
questions  and/or  made  comments. 
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(10)  Questions  from  the  public  will 
not  be  accepted  during  the  subcommit¬ 
tee  sessions,  the  executive  committee 
sessions,  or  the  final  general  session 
on  Wednesday,  April  19, 1978. 

Additional  information  regarding 
the  Committee  and/or  this  meeting 
may  be  obtained  by  contacting  the 
DACOWITS  Executive  Secretary, 
OASD  (MRA&L),  The  Pentagon, 
Washington,  D.C.  20301,  telephone 
202-OXford  7-5656. 

Maurice  W.  Roche, 
Director,  Correspondence  &  Dir¬ 
ectives,  Washington  Headquar¬ 
ters  Services,  Department  of 
Defense. 

March  14. 1978. 

[FR  Doc.  78-7158  Piled  3-16-78;  8:45  am) 


[3810-70] 

DOD  ADVISORY  GROUP  ON  ELECTRON 
DEVICES 

Adviiory  CommittM  Meeting 

Working  Group  B  (Mainly  Low 
Power  Devices)  of  the  DOD  Advisory 
Group  on  Electron  Devices  (AGED) 
will  meet  in  closed  session  at  201 
Varick  Street,  New  York,  N.Y.,  on  4 
AprU  1978. 

The  purpose  of  the  Advisory  Group 
is  to  provide  the  Under  Secretary  of 
Defense  for  Research  and  Engineer¬ 
ing,  the  Director,  Defense  Advanced 
Research  Projects  Agency  and  the 
Military  Departments  with  tactical 
advice  on  the  conduct  of  economical 
and  effective  research  and  develop¬ 
ment  programs  in  the  area  of  electron 
devices. 

The  Working  Group  B  meeting  will 
be  limited  to  review  of  research  and 
development  programs  which  the  Mili¬ 
tary  Departments  propose  to  initiate 
with  industry,  universities  or  in  their 
labor^ries.  The  low  power  device 
area  mcludes  such  programs  as  inter- 
grated  circuits,  charge  coupled  devices 
and  memories.  The  review  will  include 
details  of  classified  program  details 
throughout. 

In  accordance  with  Section  10(d)  of 
Appendix  I,  Title  5,  United  States 
Code,  it  has  been  determined  that  this 
Advisory  Group  meeting  concerns 
matters  listed  in  Section  552b(c)  of 
Title  5  of  the  United  States  Code,  spe¬ 
cifically  Subparagraph  (1)  thereof, 
and  that  accordingly  this  meeting  will 
be  closed  to  the  public. 

Dated;  March  14, 1978. 

Maurice  W.  Roche, 
Director,  Correspondence  and 
Directives,  Washington  Head¬ 
quarters  Services,  Department 
of  Defense. 

[FR  Doc.  78-7165  Filed  3-16-78;  8:45  ami 


[6360-01] 

DELAWARE  RIVER  BASIN 
COMMISSION 

PUBUC  HEARING 

Notice  is  hereby  given  that  the  Dela¬ 
ware  River  Basin  Commission  will 
hold  a  public  hearing  on  Wednesday, 
March  22,  1978,  commencing  at  2  p.m. 
The  hearing  will  be  a  part  of  the  Com¬ 
mission’s  regular  March  business 
meeting  which  is  open  to  the  public. 
Both  the  hearing  and  the  meeting  will 
be  held  in  the  Benjamin  West  "A” 
Room  of  the  Holiday  Inn,  1800  Market 
Street  in  Philadelphia,  Pa.  The  sub¬ 
ject  of  the  hearing  will  be  application 
for  approval  of  the  following  projects 
as  amendments  to  the  Comprehensive 
Plan  pursuant  to  Article  11  of  the 
Compact  and/or  as  project  approvals 
pursuant  to  Section  3.8  of  the  Com¬ 
pact. 

1.  Garden  State  Water  Co.  (.0-77-61  CP).  A 
well  water  supply  project  to  augment 
public  water  supplies  in  the  town  of 
Phillipsburg  and  portions  of  Lopatcong 
and  Pohatcong  Townships,  Warren 
County,  N.J.  Designated  as  dline  Farm 
Well  No.  4,  the  new  facility  is  expected 
to  yield  about  500,000  gallons  per  day. 

2.  Jackson  Township  Municipal  Utilities 
Authority  (D-77-65  CP).  A  project  to  in¬ 
crease  withdrawal  from  an  existing  well 
serving  the  Great  Adventure  Amuse¬ 
ment  Park  in  Jackson  Township,  Ocean 
County,  N.J.  Designated  as  Well  No.  7, 
yield  of  the  facility  will  be  incresed  from 
a  maximum  limit  of  9  million  gallons  per 
month  to  12.1  million  gallons  per 
month. 

3.  Medford  Water  Co.  (D-77-7S  CP).  A  well 
water  supply  project  to  increase  the 
withdrawals  from  public  water  supplies 
in  Medford  Township,  Burlington 
County,  N.J.  Two  existing  wells  will  be 
utilized  to  provide  a  combined  yield  of 
1.8  million  gallons  per  day. 

4.  Borough  of  Ambler  (0-77-92  CP).  A  well 
water  supply  project' to  augment  public 
water  supplies  in  the  Borough’s  service 
area.  Designated  as  Well  No.  12,  the  new 
facility  is  expected  to  yield  216,000  gal¬ 
lons  per  day  and  is  located  in  Lower 
Gwynedd  Township,  Montgomery 
County,  Pa. 

5.  Flying  Hills  Water  Co.  (0-77-94  CP).  A 
well  water  supply  project  to  provide 
water  service  at  the  Flying  Hills  housing 
development  in  C^unru  Township,  Berks 
County,  Pa.  A  new  well  No.  2  and  a 
modified  well  No.  1  will  be  utilized  to 
provide  a  combined  yield  of  approxi¬ 
mately  500,000  gallons  per  day. 

6.  Borough  of  West  Grove  (0-77-96  CP).  A 
well  water  supply  project  to  augment 
public  water  supplies  in  the  Borough  of 
West  Grove  and  portions  of  London 
Grove  Township,  Chester  County,  Pa. 
Designated  as  Well  No.  7,  the  new  facili¬ 
ty  is  expected  to  yield  360,000  gallons 
per  day. 

7.  Gloucester  Township  Municipal  Utilities 
Authority  (0-77-108  CP).  Expansion  and 
upgrading  of  existing  sewerage  facilities 
in  Gloucester  Township,  Camden 
County,  N.J.  Interim  treatment  facilities 
will  be  used  pending  the  availability  of 
regional  sewerage  service  by  Camden 


County.  The  project  will  provide  a  new 
treatment  plant  with  a  capacity  of  2  mil¬ 
lion  gallons  per  day.  About  96  percent  of 
BOD.  and  suspended  solids  will  be  re¬ 
moved  from  the  sewage  flow  at  both  the 
new  facility  and  the  existing  treatment 
plant.  Treated  effluent  will  discharge  to 
the  North  Branch  Big  Timber  Creek. 

8.  Matamoras  Municipal  Authority  (0-78- 

13  CP).  A  well  water  supply  project  to 
augment  public  water  supplies  in  the 
Borough  of  Matamoras,  Pike  County, 
Pa.  Designated  as  Well  No.  7,  the  new 
facility  is  expected  to  yield  200,000  gal¬ 
lons  per  day. 

9.  Maidencreek  Township  Authority  (0-78- 

14  CP).  A  sewage  collection  and  treat¬ 
ment  project  in  the  Authority’s  service 
area  of  Maidencreek  and  Ontelaunee 
Townships,  Berks  County,  Pa.  Approxi¬ 
mately  95  percent  of  BOD.  will  be  re¬ 
moved  from  a  wastewater  flow  of 
450,000  gallons  per  day.  Treated  effluent 
will  discharge  to  Willow  Creek,  a  tribu¬ 
tary  of  the  Schuylkill  River. 

10.  Purelaad  Water  Co.  (0-78-17  CP).  A  well 
water  supply  project  to  provide  public 
water  supplies  in  the  Beckett  residential 
development  and  Pureland  industrial 
complex  in  Logan  Township,  Gloucester 
County,  N.J.  Approval  is  sought  for 
wells  designated  1  and  2  having  a  capac¬ 
ity  of  290,000  gallons  per  day  and  2  mil¬ 
lion  gallons  per  day,  respectively. 

11.  J.  T.  Baker  Chemical  Co.  (O-76-SO-rev.). 
Modification  of  the  company’s  industrial 
waste  discharge  at  its  facility  in  Phillips¬ 
burg,  Warren  County,  N.J.  The  effluent 
limitation  for  total  dissolved  solids  is 
proposed  to  be  set  at  1,400  milligrams 
per  liter  measured  over  a  24-hour  aver¬ 
age.  Wastewater  flow  of  2.7  million  gal¬ 
lons  per  day  will  discharge  to  the  Dela¬ 
ware  River. 

12.  Cranberry  Hill  Corp.  (0-77-12).  A  well 
water  suppljp  project  and  interim  sewage 
treaatment  plant  to  serve  a  real  estate 
development  project  known  as  Penn  Es¬ 
tates  in  Stroud  Township.  Monroe 
County,  Pa.  When  fully  developed  the 
project  wiB  require  approximately 
422,000  gallons  per  day  of  groimdwater 
and  sewage  will  be  treated  in  an  interim 
plant  prior  to  discharge  into  an  un¬ 
named  tributary  of  Brodhead  Oeek. 

13.  Robert  I.  Hallock  (0-77-91).  A  farm  well 
at  the  subject  farm  in  Plumsted  Town¬ 
ship,  Ocean  Coimty,  N.J.  To  be  used  for 
vegetable  irrigation,  the  new  facility  is 
expected  to  yield  288,000  gallons  per 
day. 

14.  Getty  Refining  &  Marketing  Co.  (0-78- 
2).  A  flue  gas  desulfurization  project  at 
the  company’s  refining  facility  in  Dela¬ 
ware  City,  New  Castle  County,  Del.  The 
facilities  will  be  installed  at  the  Delmar- 
va  Power  and  Light  Co.’s  generating  fa¬ 
cilities  associated  with  the  applicant’s 
refinery.  Approximately  16  million  gal¬ 
lons  per  day  of  water  will  be  used  to 
remove  sulfur  from  the  flue  gas. 
Wastewater  will  discharge  to  the  Dela¬ 
ware  River. 

15.  NVF  Company  (0-79-4).  An  industrial 
waste  treatment  project  to  upgrade  the 
treatment  of  waste  at  the  company’s 
paper  and  fiber  mill  in  Yorklyn.  New 
Castle  County,  Del.  Approximately  87 
percent  of  BOD.  and  94  percent  of  sus¬ 
pended  solids  will  be  removed  from 
wastewater  flow  of  800,000  gallons  per 
day.  Treated  effluent  will  discharge  to 
Red  Clay  Creek. 
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16.  Papen  Farms,  Inc.  (D-78-11).  A  well 
water  supply  project  at  the  subject 
farms  in  Dover.  Kent  County.  Del.  A 
new  well  will  provide  about  1  million  gal¬ 
lons  per  day  for  use  as  supplemental  ir¬ 
rigation  on  vegetable  crops  during  the 
growing  season. 

17.  John  F.  Walton  {D-78-12).  A  well  water 
supply  project  at  the  T/A  Star  Farms  in 
Magnolia,  Kent  County,  Del.  A  new  well 
is  expect^  to  yield  atwut  1  million  g^- 
lons  per  day  which  will  be  used  for  sup¬ 
plemental  irrigation  on  vegetable  crops 
during  the  growing  season. 

Documents  relating  to  the  above- 
listed  projects  may  be  examined  at  the 
Commission’s  offices.  Persons  wishing 
to  testify  at  this  hearing  are  requested 
to  notify  the  Secretary  prior  to  the 
date  of  the  hearing. 

W.  Brinton  Whitall. 

Secretary. 

March  10, 1978, 

[FR  Doc.  78-7146  FUed  3-16-78;  8:45  am] 


[3128-01] 

DEPARTMENT  OF  ENERGY 

Economic  Rogulotory  Administration 

SOUTHERN  CAUFORNIA  GAS  CO. 

Got  Utility  Uso  of  Rropono;  Ro<|UOtt  for 
Commont 

AGENCY:  Economic  Regulatory  Ad¬ 
ministration. 

ACTION:  Notice  of  request  for  com¬ 
ment. 

SUMMARY:  On  May  21.  1976,  the 
Southern  California  Gas  Co.  (SoCal) 
petitioned  the  Federal  Energy  Admin¬ 
istration  (FEA)  for  a  waiver  of  the 
limitations  imposed  by  the  Mandatory 
Petroleum  Allocation  Regulations  on 
gas  utility  use  of  propane.  This  notice 
requests  public  comments  to  assist  the 
Economic  Regrulatory  Administration 
(ERA)  in  evaluating  SoCal’s  pending 
petition  imder  ERA’S  guidelines  for 
the  allocation  of  propane  and  other 
NGL’s  for  gas  utility  and  gas  transmis¬ 
sion  company  use. 

DA’TE:  Written  comments  to  be  sub¬ 
mitted  by  April  17, 1978. 

ADDRESS:  Comments  should  be  sub¬ 
mitted  to:  Bruce  D.  Starnes,  Economic 
Regiilatory  Administration,  Office  of 
Fuel  Allocation.  Room  6318,  2000  M 
Street  NW.,  Washington.  D.C.  20461. 

FOR  FURTHER  INFORMATION 
CONTACT: 

Deanna  Williams  (DOE,  Freedom  of 
Information  Reading  Room),  12th 
and  Pennsylvania  Avenue  NW., 
Room  2107,  Washington,  D.C.  20461, 
202-566-9161. 

Bruce  D.  Starnes  (Economic  Regula¬ 
tory  Administration,  Office  of  Fuel 
Allocation),  2000  M  Street  NW., 


NOTICES 

Room  6318,  Washington,  D.C.  20461, 

202-254-6030. 

SUPPLEMENTARY  INFORMATION: 

SoCal,  a  subsidiary  of  the  Pacific 
Lighting  Corp.,  proposes  to  use  non- 
Canadian  imported  propane  to  supple¬ 
ment  its  natural  gas  sendout  stream 
until  such  time  as  it  can  obtain  suffi¬ 
cient  Alaskan  natural  gas.  imported 
liquefied  natural  gas  (LNG),  or  other 
supplies  of  gas.  The  propane  would  be 
imported  and  supplied  to  SoCal  by  Pe- 
trolane,  Inc.,  which  has  marine  import 
and  storage  facilities  in  the  Los  Ange¬ 
les  Harbor  area.  In  order  to  use  the 
propane,  SoCal  would  construct  a  pro¬ 
pane-air-natural  gas  mixing  plant  and 
three  connecting  pipelines  in  the  Wil¬ 
mington  area  of  the  city  of  Los  Ange¬ 
les,  in  close  proximity  to  Petrolane’s 
facilities.  The  plant  could  be  oper¬ 
ational  approximately  one  year  after 
receipt  of  all  necessary  governmental 
approvals,  and  would  continue  to  oper¬ 
ate  for  a  period  of  five  years  there¬ 
after. 

SoCal  anticipates  the  purchase  of 

13.500  barrels  of  imported  propane  per 
day  from  Petrolane,  and  has  applied 
to  ERA  for  waiver  of  the  use  limita¬ 
tions  to  permit  the  purchase  and  use 
of  that  volume  of  product.  On  an 
annual  basis,  the  amoimt  requested  by 
SoCal  would  totkl  approximately 

4.927.500  barrels  (206,955,000  gallons) 
of  propane.  SoCal  also  has  requested 
that  ERA  consider  its  application  con¬ 
currently  a  petition  for  authority  to 
receive  whatever  small  quantities  of 
butane  might  be  mixed  with  the  pro¬ 
pane,  the  total  amoimt  of  propane  and 
butane,  however,  not  to  exceed  13,500 
barrels  per  day. 

On  October  1,  1977,  pursuant  to  the 
Department  of  Energy  Organization 
Act,  Pub.  L.  95-91,  and  Executive 
Order  12009  (42  FR  46267,  September 
15,  1977),  the  Department  of  Energy 
(DOE)  was  established  and  the  Secre¬ 
tary  of  Energy  assumed  the  functions 
of  the  FEA.  ’The  Administrator  of  the 
E]conomic  Regulatory  Administration 
(ERA)  was  delegated  by  the  Secretary 
of  Energy  in  Delegation  Order  0204-4, 
the  authority  to  administer  the  regu¬ 
lations  promulgated  under  §4(a)  of 
the  Emergency  Petroleum  Allocation 
Act  of  1973,  Pub.  L.  93-159,  as  amend¬ 
ed.  ERA’S  guidelines  for  the  allocation 
of  propane  and  other  NGL’s  for  gas 
utility  use  and  gas  transmission  com¬ 
pany  use  (42  FR  38553,  July  29,  1977) 
appear  at  10  CFR  Part  211,  Appendix 
to  Subpart  D. 

Comment  procedure:  A  file  contain¬ 
ing  all  information  and  data  filed  in 
conjunction  with  SoCal’s  petition, 
other  than  confidential  information 
which  ERA  has  determined  to  be 
exempt  from  the  disclosure  require¬ 
ments  of  5  U.S.C.  522,  is  available  for 
public  inspection  and  copying  at  the 


DOE  Freedom  of  Information  Reading 
Room,  Room  2107,  Federal  Building, 
12th  and  Pennsylvania  Avenue  NW., 
Washington,  D.C,,  between  the  hours 
of  8  a.m.  and  4:30  p.m.,  Monday 
through  Friday,  except  Federal  holi¬ 
days.  An  environmental  assessment,  as 
announced  at  43  FR  10434,  March  13, 
1978,  is  available  separately. 

Written  comments  regarding  SoCal’s 
petition  will  be  accepted  and  consid¬ 
ered  if  filed  by  4:30  p.m,  on  April  17, 
1978.  Any  person  submitting  written 
comments  with  respect  to  the  SoCal 
petition  should  submit  ten  (10)  copies 
to  ERA  and  should  comply  with  the 
requirements  of  the  ERA  procedural 
regulations  set  forth  at  10  CFR  205.9 
et  seq.  Comments  should  be  submitted 
to  the  Office  of  Fuel  Allocation,  ERA, 
R(x>m  6318,  2000  M  Street  NW.,  Wash¬ 
ington,  D.C.  20461,  Attention:  Mr. 
Bruce  D.  Starnes.  Comments  should 
be  identified  on  the  outside  of  the  en¬ 
velope  and  on  documents  submitted  to 
EIRA  with  the  designation  “Gas  utility 
use  of  propane  by  SoCal". 

Any  information  or  data  considered 
by  the  person  furnishing  it  to  be  confi¬ 
dential  must  be  so  identified  and  sub¬ 
mitted  in  writing,  in  one  copy  only,  in 
accordance  with  procedures  set  forth 
in  10  CFR  205.9(f).  Any  material  not 
accompanied  by  a  statement  of  confi¬ 
dentiality  will  be  considered  to  be  non- 
confidential.  The  Economic  Regula¬ 
tory  Administration  reserves  the  right 
to  determine  the  confidential  status  of 
the  information  or  data  and  to  treat  it 
according  to  its  determination. 

Issued  in  Washington,  D.C.,  March 
14,  1978. 

Barton  R.  House, 

-  Assistant  Administrator,  Ftiels 
Regulation  Economic  Regula¬ 
tory  Administration. 

(FR  Doc.  78-7237  Filed  3-16-78;  8:45  am] 


[6740-02] 

Fodorol  Energy  Rogulotory  Commit^n 

[Docket  No.  RP72-157  (PGA  Nos.  78-5  and 
78-5a)] 

CONSOUDATED  GAS  SUPfLY  CORP. 

Propotod  Otongot  in  FERC  Go*  Tariff 

March  10, 1978. 

Take  notice  that  Consolidated  Gas 
Supply  Corp.  (Consolidated)  on  Febru¬ 
ary  28,  1978,  tendered  for  filing  pro¬ 
posed  changes  in  its  FERC  Gas  Tariff, 
Secxiud  Revised  Volume  No.  1,  pursu¬ 
ant  to  its  PGA  Clause  and  Commission 
order  of  January  27,  1978,  in  Consoli¬ 
dated’s  Docket  No,  RP72-157  (PGA 
Nos.  78-5  and  78-5a).  The  proposed 
rate  increase,  to  be  effective  February 
1,  1978,  would  generate  approximately 
$9.0  million  annually  in  jurisdictional 
revenues. 

Consolidated  states  that  the  PGA 
filing  resulted  from  rate  changes  filed 
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by  Texas  Eastern  Transmission  Corp. 
and  Texas  Gas  Transmission  Corp.  for 
effectiveness  February  1,  1978.  Addi¬ 
tionally  Consolidated  has  included  a 
rate  change  from  Transcontinental 
Gas  Pipe  Line  Corp.  approved  for  ef¬ 
fectiveness  January  1, 1978. 

Substitute  Alternate  Twenty-Ninth 
Revised  Sheet  Nos.  8  and  9,  filed  in 
lieu  of  Alternate  Twenty-Ninth  Re¬ 
vised  Sheet  Nos.  8  and  9,  reflect  the 
currently  effective  base  rates.  Consoli¬ 
dated  has  also  included  in  its  filing. 
Substitute  Twenty-Ninth  Revised 
Sheet  Nos.  8  and  9  which  reflect  the 
Stipulation  and  Agreement  filed  No¬ 
vember  28,  1977  upon  which  no  action 
has  yet  been  taken. 

Consolidated  requests  a  waiver  of 
any  of  the  Conunission's  Rules  and 
Regulations  as  may  be  deemed  neces¬ 
sary  by  the  Commission.  -• 

Copies  of  this  filing  were  served 
upon  Consolidated’s  jurisdictional  cus¬ 
tomers,  as  well  as  interested  State 
Commissions. 

Any  persons  desiring  to  be  heard  or 
to  protest  said  filing  should  file  a  peti¬ 
tion  to  intervene  or  protest  with  the 
Federal  Energy  Regulatory  Commis¬ 
sion,  825  North  Capitol  Street  NE., 
Washington,  D.C.  20426,  in  accordance 
with  Sections  1.8  and  1.10  of  the  Com¬ 
mission’s  Rules  of  Practice  and  Proce¬ 
dure  (18  CFR  1.8,  1.10).  All  such  peti¬ 
tions  or  protests  should  be  filed  on  or 
before  March  21,  1978.  Protests  will  be 
considered  by  the  Commission  in  de¬ 
termining  the  appropriate  action  to  be 
taken,  but  will  not  serve  to  make  prot- 
estants  parties  to  the  proceeding.  Any 
person  wishing  to  become  a  party 
must  file  a  petition  to  intervene. 
Copies  of  this  filing  are  on  file  with 
the  Commission  and  are  available  for 
public  inspection. 

Kenneth  F.  Plumb, 
Secretary. 

[FR  Doc.  78-7107  Piled  3-16-78;  8:45  ami 


[6740-02] 

(Docket  No.  RP72-1571 
CONSOLIDATED  GAS  SUPPLY  CORP. 
Proposed  Chongot  in  FERC  Got  Tariff 

March  10, 1978. 

Take  notice  that  Consolidated  Gas 
Supply  Corp.  (Consolidated)  on  Febru¬ 
ary  28,  1978,  tendered  for,  filing  pro¬ 
posed  changes  in  its  FERC  Gas  Tariff, 
Second  Revised  Volume  No.  1,  pursu¬ 
ant  to  its  PGA  Clause.  The  proposed 
rate  increase,  to  be  effective  March  1, 
1978,  would  generate  approximately 
$0.6  million  annually  in  jurisdictional 
revenues. 

Consolidated  states  that  the  PGA 
filing  resulted  from  rate  changes  filed 
by  Texas  Eastern  ’Transmission  Corp. 
and  Transcontinental  Gas  Pipe  Line 
Corp.  both  for  effectiveness  March  1, 
1978. 


Alternate  Thirtieth  Revised  Sheet 
Nos.  8  and  9  reflect  the  currently  ef¬ 
fective  base  rates.  Consolidated  has 
also  included  in  its  filing.  Thirtieth 
Revised  Sheet  Nos.  8  and  9  which  re¬ 
flect  the  Stipulation  and  Agreement 
filed  November  28,  1977  upon  which 
no  action  has  yet  been  taken. 

Consolidated  requests  a  waiver  of 
any  of  the  Commission’s  Rules  and 
Regulations  as  may  be  deemed  neces¬ 
sary  by  the  Commission. 

Copies  of  this  filing  were  served 
upon  Consolidated’s  jurisdictional  cus¬ 
tomers,  as  well  as  interested  State 
Commissions. 

Any  persons  desiring  to  be  heard  or 
to  protest  said  filing  should  file  a  peti¬ 
tion  to  intervene  or  protest  with  the 
Federal  Energy  Regulatory  Commis¬ 
sion,  825  North  Capitol  Street  NE., 
Washington,  D.C.  20426,  in  accordance 
with  Sections  1.8  and  1.10  of  the  Com¬ 
mission’s  Rules  of  Practice  and  Proce¬ 
dure  (18  CFR  1.8,  1.10).  All  such  peti¬ 
tions  or  protests  should  be  filed  on  or 
before  March  21,  1978.  Protests  will  be 
considered  by  the  Commission  in  de¬ 
termining  the  appropriate  action  to  be 
taken,  but  will  not  serve  to  make  Prot¬ 
estants  parties  to  the  proceeding.  Any 
person  wishing  to  become  a  party 
must  file  a  petition  to  intervene. 
Copies  of  this  filing  are  on  file  with 
the  Commission  and  are  available  for 
public  inspection. 

Kenneth  F.  Plumb, 
Secretary. 

[PR  Doc.  78-7106  Piled  3-16-78;  8:45  am) 


[6740-02] 

(Docket  No.  CP76-525] 

EL  FASO  NATURAL  GAS  CO. 

Petition  To  Amend 

March  9, 1978. 

On  October  1,  1977,  pursuant  to  the 
provisions  of  the  Department  of 
Energy  Organization  Act  (DOE  Act), 
Public  Law  95-91,  91  Stat.  565  (August 
4,  1977)  and  Executive  order  no.  12009, 
42  Fed.  Reg.  46267  (September  15, 
1977),  the  Federal  Power  Commission 
ceased  to  exist  and  its  functions  and 
regulatory  responsibilities  were  trans¬ 
ferred  to  the  Secretary  and  the  Feder¬ 
al  Energy  Regulatory  Commission 
(FERC)  which,  as  an  independent 
commission  within  the  Department  of 
Energy,  was  activated  on  October  1, 
1977. 

The  “savings  provisions”  of  Section 
705(b)  of  the  DOE  Act  provide  that 
proceedings  pending  before  the  FPC 
on  the  date  the  DOE  Act  takes  effect 
shall  not  be  affected  and  that  orders 
shall  be  issued  in  such  proceedings  as 
if  the  DOE  Act  had  not  been  enacted. 
All  such  proceedings  shall  be  contin¬ 
ued  and  further  actions  shall  be  taken 
by  the  appropriate  component  of  DOE 


now  responsible  for  the  function 
under  the  DOE  Act  and  regulations 
promulgated  thereunder.  The  func¬ 
tions  which  are  the  subject  of  these 
proceedings  were  specifically  trans¬ 
ferred  to  the  'FERC  by  Section 
402(a)(1)  of  the  DOE  Act. 

The  joint  regulation  adopted  on  Oc¬ 
tober  1, 1977,  by  the  Secretary  and  the 
FERC  entitled  “Transfer  of  Proceed¬ 
ings  to  the  Secretary  of  Energy  and 
the  FERC,”  10  CFR  — ,  provided  that 
this  proceeding  would  be  continued 
before  the  P’ERC.  The  FERC  takes 
action  in  this  proceeding  in  accordance 
with  the  above  mentioned  authorities. 

Take  notice  that  on  March  1,  1978, 
El  Paso  Natural  Gas  Co.  (Petitioner), 
P.O.  Box  1492,  El  Paso,  Tex.  79978, 
filed  in  Docket  No.  CP76-525  a  peti¬ 
tion  to  amend  the  order  of  December 
15,  1976  (56  FPC  — ),  issued  by  the 
Federal  Power  Commission  (FPC)  in 
the  instant  docket  pursuant  to  Section 
7(c)  of  the  Natural  Gas  Act  and  Sec¬ 
tion  157.7(g)  of  the  regulations  there¬ 
under  (18  CFR  157.7(g))  so  as  to  pro¬ 
vide  for  waiver  of  the  single  project 
cost  limitation  with  respect  to  the  re¬ 
moval  and  relocation  of  a  certain  com¬ 
pressor  unit  under  the  budget-type  au¬ 
thorization  in  the  instant  docket,  all 
as  more  fully  set  forth  in  the  petition 
to  amend  on  file  with  the  Commission 
and  open  to  public  inspection 

It  is  indicated  that  pursuant  to  the 
FPC  order  of  December  15,  1976,  in 
the  instant  docket.  Petitioner  was 
granted  budget-type  authorization, 
inter  alia,  to  abandon,  remove,  con¬ 
struct  and  relocate,  during  the  calen¬ 
dar  year  1977,  and  operate  field  com¬ 
pression  facilities  in  connection  with 
the  operation  of  its  interstate  pipeline 
system.  It  is  stated  that  the  aggregate 
cost  of  all  facilities  installed  by  Peti¬ 
tioner  during  the  authorized  period  is 
limited  to  $3,000,000  with  an  out-of- 
pocket  single  project  cost  limitation  of 
$500,000. 

Petitioner  indicates  that  among  the 
field  compressor  facilities  that  it  relo¬ 
cated  pursuant  to  the  subject  budget- 
type  authorization  was  one  1,068 
horsepower  Solar  T-1000  gas  tvu-bine- 
driven  centrifugal  compressor  unit 
with  appurtenances,  which  unit  was 
removed  from  Petitioner’s  Waha  Plant 
located  in  Reeves  County,  Tex.,  and 
relocated  at  the  Hobart  Ranch  com¬ 
pressor  station  site  located  in  Hem¬ 
phill  County,  Tex.  Applicant  states 
that  the  1,068  horsepower  Solar  T- 
1000  gas  turbine  imit,  prior  to  its  relo¬ 
cation,  was  utilized  at  Petitioner’s 
Waha  Plant  to  compress  gas  gathered 
in  the  Worsham-Bayer  Field  area  and 
purchased  by  Petitioner  from  Mobil 
Oil  Corp.  (Mobil),  under  Mobil’s  FERC 
Gas  Rate  Schedule  No.  377,  comprised 
of  a  gas  purchase  agreement  dated 
June  14,  1965,  as  amended,  authorized 
by  the  Commission  in  Docket  No. 
CI65-1355.  However,  due  to  rerouting 
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of  the  Worsham-Bayer  Field  gas  to 
Mobil’s  Waha  Plant  in  1975,  the  sub¬ 
ject  unit  was  no  longer  required  at  Pe¬ 
titioner’s  Waha  Plant,  it  is  indicated. 

’The  petition  states  that  Petitioner 
had  originally  estimated  the  cost  of  re¬ 
moval  and  relocation  of  said  compres¬ 
sor  imit  at  $424,000;  however,  due  to 
unexpected  cost  overruns  associated 
with  increased  labor  costs  resulting 
from  the  time  lost  due  to  inclement 
weather,  delays  in  receipt  of  necessary 
material,  and  Petitioner’s  need  for  ex¬ 
pedited  installation  of  such  compres¬ 
sor  unit.  Petitioner’s  final  removal  and 
relocation  cost  exceeded  the  single 
project  cost  limitation  of  $500,000  by 
some  6  percent  or  $33,609,  as  of  De¬ 
cember  31, 1977. 

Consequently,  Petitioner  requests 
waiver  of  the  $500,000  single  project 
out-of-pocket  cost  limitation  as  to  the 
removal  and  relocation  of  said  com¬ 
pressor  unit  under  the  authorization 
granted  in  the  instant  docket.  Peti¬ 
tioner  states  that  the  total  actual  cost 
of  removal  and  relocation  of  said  com¬ 
pressor  unit,  when  taken  together 
with  the  costs  for  other  budget-type 
construction  during  the  calendar  year 
1977  pursuant  to  the  authorization 
issued  in  the  instant  docket,  does  not 
exceed  the  total  authorized  dollar 
limitation  of  $3,000,000. 

Any  person  desiring  to  be  heard  or 
to  make  any  protest  with  reference  to 
said  petition  to  amend  should  on  or 
before  March  31,  1978,  file  with  the 
Federal  Bkiergy  Regulatory  Commis¬ 
sion,  Washington.  D.C.  20426,  a  peti¬ 
tion  to  intervene  or  a  protest  in  accor¬ 
dance  with  the  requirements  of  the 
Commission’s  Rules  of  Practice  and 
Procedure  (18  CFR  1.8  or  1.10)  and  the 
Regulations  under  the  Natural  Gas 
Act  (18  CFR  157.10).  All  protests  fUed 
with  the  Commission  will  be  consid¬ 
ered  by  it  in  determining  the  appropri¬ 
ate  action  to  be  taken  but  will  not 
serve  to  make  the  protestants  parties 
to  the  proceeding.  Any  person  wishing 
to  become  a  party  to  a  proceeding  or 
to  participate  as  a  party  in  any  hear¬ 
ing  therein  must  file  a  petition  to  in¬ 
tervene  in  accordance  with  the  Com¬ 
mission’s  Rules. 

Kenneth  F.  Plumb, 

■  Secretary. 

[PR  Doc.  78-7102  FUed  3-16-78;  8:45  am] 


[6740-02] 

[Docket  No.  RP72-6] 

EL  PASO  NATURAL  GAS  CO. 

Tariff  Filing 

March  10, 1978. 

Take  notice  that  on  February  28, 
1978,  El  Paso  Natural  Gas  Co.  (El 
Paso),  P.O.  Box  1492,  El  Paso,  Tex. 
79978,  fUed  in  Docket  No.  RP  72-6 
pursuant  to  Section  4  of  the  Natural 
Gas  Act  certain  tariff  sheets  to  its 
FERC  Gas  Tariff,  Original  Volume 


indicate  that  the  waiver  is  available  on 
days  when  El  Paso  is  curtailing  Prior¬ 
ity  2  deliveries  to  its  California  cus¬ 
tomers,  but  is  able  to  maintain  full  ser¬ 
vice  to  its  East-of-Califomia  customers 
through  Storage  withdrawals  and 
other  similar  load  equation  efforts. 
Such  sheets  are  also  designed  to  revise 
the  seasonal  unauthorized  overrun  gas 
provision*  of  El  Paso’s  Tarriff  so  as  to 
make  clear  that  all  daily  unauthorized 
ovemm  penalties  accrued  during  a 
seasonal  period  (whether  or  not  all  of 
such  penalties  have  been  actually  paid 
prior  to  El  Paso’s  billing  for  the  last 
month  of  such  season)  shall  be  al¬ 
lowed  as  credit  against  seasonal  unau¬ 
thorized  overrun  penalties  imposed 
against  that  customer  for  that  season. 
Lastly,  such  sheets  delete  the  provi¬ 
sions  designed  to  forego  collection  of 
the  daily  ovemm  penalty  payments 
set  forth  in  El  Paso’s  tariff  tender  of 
September  29,  1977,  and  made  effec¬ 
tive  on  July  1,  1977,  by  the  Commis¬ 
sion’s  order  of  November  1,  1977,  inas¬ 
much  as  such  provision  was  of  a  limit¬ 
ed  term  nature  and  is  no  longer  appli¬ 
cable  under  El  Paso’s  revised  interim 
curtailment  plan. 


No.  1.  Third  Revised  Volume  No.  2  and 
Original  Volume  No.  2A.  Such  sheets. 
Identified  in  the  appendix  attached 
hereto,  contain  proposed  modifica- 
*  tions  to  El  Paso’s  curtailment  plan  al¬ 
lowing  flexibility  in  the  plan’s  oper¬ 
ation  to  accommodate  aberrations  in 
daily  scheduling  and/or  deliveries  due 
to  human  error  or  mechanical  failure, 
all  as  more  fully  set  forth  in  the  tariff 
filing  on  file  with  the  Commission  and 
open  to  public  inspection. 

El  Paso  states  that,  in  accordance 
with  the  provisions  of  the  Commis¬ 
sion’s  order  issued  June  1.  1977,  in  the 
captioned  pipceeding,  El  Paso  imple¬ 
mented  its  revised  interim  curtailment 
plan  on  July  1,  1977,  subject  to  further 
modification  as  may  be  ordered  by  the 
Commission  upon  completion  of  the 
hearings  now  pending  at  Docket  No. 
RP72-6.  El  Paso  further  states  that  in 
its  implementation  of  the  revised  in¬ 
terim  CLirtailment  plan,  it  has  been 
made  aware  that  the  currently  effec¬ 
tive  curtailment  provisions  of  its 
FERC  Gas  Tariff  fail  to  take  into  ac¬ 
count  the  possibility  that  mechanical 
failures  or  htunan  errors  may  cause  a 
customer  either  to  schedule  more  or 
less  gas  than  it  actually  requires  on  a 
particular  day  and  thereby  to  unneces¬ 
sarily  incur  daily  overrun  penalties 
when  It  receives  gas  which  it  could 
have  otherwise  taken  without  penalty 
had  it  scheduled  correctly,  or  to  re¬ 
ceive  more  or  less  gas  than  it  was  oth¬ 
erwise  entitled  to  receive. 

El  Paso  states  that  the  changes  pro¬ 
posed  by  the  instant  tender  are  in¬ 
tended  to  modify  the  curtailment  pro¬ 
cedures  and  daily  unauthorized  over¬ 
run  gas  sections  of  El  Paso’s  revised  in¬ 
terim  curtailment  plan  as  presently 
contained  in  its  Original  Volume  Nos. 
1  and  2A  and  Third  Revised  Volume 
No.  2  Tariff,  in  order  to: 

(i)  Include  provisions  for  the  make-up  of  gas 
volumes,  through  adjustments  to  subse¬ 
quent  daily  entitlements,  to  El  Paso’s  cus¬ 
tomers  who.  due  to  reasons  of  mechanical 
failure  or  human  error,  fail  to  receive 
their  full  entitlement  on  any  day  or  series 
of  days; 

(ii)  Permit  waiver  of  daily  unauthorized 
ovemm  penalties  as  to  quantities  of  gas 
which,  but  for  a  mechanical  failure  or 
human  error  in  scheduling,  a  ciistomer 
could  have  received  without  penalty:  and 

(iii)  Permit  El  Paso’s  customers  to  restore  to 
El  Paso,  by  means  of  scheduled  reductions 
in  daily  entitlements,  those  quantities  of 
daily  unauthorized  ovemm  gas  taken  in 
any  month,  as  a  result  of  mechanical  fail¬ 
ure  or  human  error,  resulting  in  other 
than  scheduling  error,  in  lieu  of  the  pay¬ 
ment  of  daily  unauthorized  ovemm  penal¬ 
ties. 

In  addition,  such  sheets  are  intended 
to  clarify  the  availability  of  the  waiver 
of  daily  unauthorized  ovemm  penalty 
pajrments  *  in  order  to  more  precisely 


‘Section  20.1(c)  of  El  Paso’s  Original 
Volume  No.  1  tariff,  and  Section  5.1  of  its 
Third  Revised  Volume  No.  2  and  Original 
Volume  No.  2A  tariff. 


El  Paso  requests  pursuant  to  Section 
154.51  of  the  Commission’s  Regula¬ 
tions,  that  the  Commission  grant 
waiver  of  the  notice  requirements  of 
Section  154.22  of  said  regulations  and 
accept  the  tendered  tariff  sheets  for 
filing  and  permit  them  to  become  ef¬ 
fective  as  of  July  1,  1977.  El  Paso  fur¬ 
ther  states  that  such  effective  date 
will  permit  El  Paso  and  its  customers 
to  make  any  adjustments,  as  may  be 
necessary,  for  any  mechanical  failures 
or  human  errors  which  may  have  oc¬ 
curred  since  the  implementation  of 
the  revised  interim  curtailment  plan 
on  July  1, 1977. 

El  Paso  states  that  copies  of  the 
filing  have  been  served  upon  all  par¬ 
ties  of  record  in  Docket  No.  RP72-6 
and,  otherwise,  upon  all  of  El  Paso’s 
interstate  transmission  system  custom¬ 
ers  and  all  interested  State  regulatory 
commissions. 

Any  person  desiring  to  be  heard  or 
to  make  any  protest  with  reference  to 
said  tariff  tender  should,  on  or  before 
March  17,  1978,  file  with  the  Federal 
Energy  Regulatory  Commission, 
Washington,  D.C.  20426,  a  petition  to 
intervene  or  a  protest  in  accordance 
with  the  requirements  of  the  Commis¬ 
sion’s  Rules  of  Practice  and  Procedure 
(18  CFR  1.8  or  1.10).  All' protests  filed 
with  the  Commission  will  be  consid¬ 
ered  by  it  in  determining  the  appropri¬ 
ate  action  to  be  taken  but  will  not 
serve  to  make  any  protestants  parties 
to  the  proceeding.  Any  person  wishing 
to  become  a  party  to  the  proceeding  or 


'Section  20.2  of  El  Paso’s  Original  Volume 
No.  1  tariff,  and  Section  5.2  of  its  Third  Re¬ 
vised  Volume  No.  2  and  Original  Volume  No. 
2A  tariff. 
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to  participate  as  a  party  in  any  hear¬ 
ing  therein  must  file  a  petition  to  in¬ 
tervene  in  accordance  with  the  Com¬ 
mission’s  Rules. 

Kenneth  P.  Plumb, 
Secretary. 

Appendix 

EL  PASO  NATURAL  GAS  CO. 

The  following  sheets  are  included  in  the 
Instant  tender  and  designed  to  replace  the 
currently  effective  counterpart  sheets: 

Taripp  Volume  and  Sheet  No. 

Original  Volume  No.  1 

Original  Sheet  No.  63-B.l;  Original  Sheet 
No.  63-B.2:  Third  Revised  Sheet  No.  63-C; 
Fourth  Revised  Sheet  No.  67-D;  Fourth 
Revised  Sheet  No.  67-E;  Second  Revised 
Sheet  No.  67-F;  Original  Sheet  No.  67-F.l: 
Original  Sheet  No.  67-F.2;  Original  Sheet 
No.  67-F.3:  Original  Sheet  No.  67-F.4. 

Third  Revised  Volume  No.  2 

Original  Sheet  No.  1-L.l;  Original  Sheet  No. 
1-L.2;  Third  Revised  Sheet  No.  1-M; 
Second  Revised  Sheet  No.  1-T;  Second  Re¬ 
vised  Sheet  No.  1-U;  First  Revised  Sheet 
No.  1-V;  Original  Sheet  No.  1-W;  Original 
Sheet  No.  1-X:  Original  Sheet  No.  1-Y. 

Original  Volume  No.  ZA 

Original  Sheet  No.  6-MM.l;  Original  Sheet 
No.  6-MM.2;  Third  Revised  Sheet  No.  7- 
MM;  Second  Revised  Sheet  No.  14-MM; 
Second  Revised  Sheet  No.  15-MM;  First 
Revised  Sheet  No.  16-MM;  Original  Sheet 
No.  17-MM;  Original  Sheet  No.  18-MM; 
Original  Sheet  No.  19-MM. 

[FR  Doc.  78-7103  FUed  3-16-78;  8:45  am] 


[6740-02] 

[Project  No.  485] 

GEOBGIA  POWER  CO. 

Chang*  in  Land  Right* 

March  10, 1978. 

Public  notice  is  hereby  given  that  an 
application  was  filed  December  8, 
1977,  imder  the  Federal  Power  Act  (16 
U.S.C.  791a-825r)  by  Georgia  Power 
Co.  (Correspondence  to:  Mr.  I.S. 
Mitchell.  Ill,  Vice  President  and  Sec¬ 
retary,  Georgia  Power  Co.,  P.O.  Box 
4545,  Atlanta.  Ga.  30302)  for  approval* 
of  a  change  in  land  rights  at  the  Bart- 
letts  Perry  Project,  FERC  Project  No. 
485,  located  on  the  Chattahoochee 
River  in  Lee  and  Chambers  Counties, 
'Ala.,  and  Harris  County,  Ga. 

Applicant  requests  Commission  ap¬ 
proval  to  convey  that  right-of-way  nec¬ 
essary  to  enable  the  Harris  County 
Commission  of  Roads  and  Revenues  to 
replace  an  unsafe  highway  bridge  lo¬ 
cated  within  the  Bartletts  Ferry  Pro¬ 
ject.  The  new  bridge  would  be  situated 
adjacent  to  the  existing  bridge  across 
Mountain  Oak  Creek,  and  would  have 
a  roadway  width  of  30  feet,  and  a 
length  of  225  feet. 

Any  person  desiring  to  be  heard  or 
to  make  protest  with  reference  to  the 


subject  application  should,  on  or 
before  April  24,  1978,  file  with  the 
Federal  Energy  Regulatory  Commis¬ 
sion,  Washington,  D.C.  20426  protests 
or  petitions  to  intervene  in  accordance 
with  the  requirements  of  the  Conunis- 
sion’s  Rules  of  Practice  and  Procedure 
(18  CFR  1.10  or  1.8  (1977)).  All  pro¬ 
tests  filed  with  the  Commission  will  be 
considered  by  it  in  determining  the  ap¬ 
propriate  action  to  be  taken  but  will 
not  serve  to  make  the  protestants  par¬ 
ties  to  a  proceeding.  Persons  wishing 
to  become  parties  to  a  proceeding  or  to 
participate  as  a  party  in  any  hearing 
therein  must  file  petitions  to  intervene 
in  accordance  with  the  Commission’s 
Rules.  The  application  is  on  file  with 
the  Commission  and  is  available  for 
public  inspection. 

Kenneth  F.  Plumb. 

Secretary. 

[FR  Doc.  78-7108  FUed  3-16-78;  8:45  am] 


[6740-02]  - 

[Docket  No.  RP73-23  (PGA78-3)] 

LAWRENCEBURG  GAS  TRANSMISSION  CORP. 

Filing  of  Ravi**(l  Gas  Tariff  Shoat* 

March  10, 1978. 

Take  notice  that  on  February  — , 
1978,  Lawrenceburg  Gas  Transmission 
Corp.  (Lawrenceburg)  tendered  for 
filing  two  (2)  sets  of  revised  gas  tariff 
sheets.  One  (1)  set  comprises  two  (2) 
revised  gas  tariff  sheets  to  its  FPC  Gas 
Tariff,  First  Revised  Volume  No.  1, 
both,  of  which  are  dated  as  issued  on 
February  24,  1978,  proposed  to  become 
effective  April  1,  1978,  and  identified 
as  follows: 

Thirteenth  Revised  Sheet  No.  4,  and 

Twelfth  Revised  Sheet  No.  18. 

Lawrenceburg  states  that  these  re¬ 
vised  gas  tariff  sheets  are  being  filed 
under  its  purchased  gas  adjustment 
provision  in  order  to  track  an  increase 
in  its  cost  of  gas  purchased  irom 
Texas  Gas  Transmission  Corp. 
propsed  to  become  effective  April  1, 
1978.  The  rates  contained  thereon 
track  Texas  Gas’  proposed  April  1, 
1978,  rate  increase  on  top  of  revised 
base  rates  filed  by  Lawrenceburg  at 
Docket  No.  RP78-37  and  proposed  to 
become  effective  February  28,  1978. 
Lawrenceburg  has  requested  a  maxi¬ 
mum  of  one  (1)  day’s  suspension  of  its 
revised  base  rates. 

In  the  event  that  the  Commission 
would  suspend  the  effective  date  of  its 
previously  filed  revised  base  rates 
beyond  April  1,  1978,  Lawrenceburg 
has  included  with  its  filing  one  (1)  set 
of  alternate  tariff  sheets  also  dated  as 
issued  on  February  24,  1978,  proposed 
to  become  effective  April  1,  1978,  and 
identified  as  follows: 

Thirteenth  Revised  Sheet  No.  4,  and 

Twelfth  Revised  Sheet  No.  18. 


'The  rates  contained  on  these  alter¬ 
nate  sheets  track  Texas  Gas’  proposed 
April  1,  1978,  increase  on  top  of  Law- 
renceburg’s  last  approved  rates  effec¬ 
tive  February  1,  1978.  Depending  on 
the  Commission’s  action  at  Docket  No. 
RP78-37,  Lawrenceburg  has  requested 
that  either  the  primary  or  alternate 
sets  of  tariff  sheets  be  approved  effec¬ 
tive  April  1, 1978. 

The  proposed  changes  contained  in 
this  filing  would  increase  revenues 
from  jurisdictional  sales  by  $242,579 
based  on  the  12  months  ending  Janu¬ 
ary  31, 1978. 

Lawrenceburg  requests  an  effective 
date  of  April  1,  1978,  on  its  proposed 
tariff  sheets  and  requests  that  the 
Commission  waive  its  notice  require¬ 
ments,  as  required,  in  order  that  its 
proposed  tariff  sheets  can  become  ef¬ 
fective  on  that  date. 

Lawrenceburg  states  that  copies  of 
this  filing  have  been  mailed  to  its  two 
wholesale  customers  and  to  the  inter¬ 
ested  state  commissions. 

Any  person  desiring  to  be  heard  or 
to  protest  said  filing  should  file  a  peti¬ 
tion  to  intervene  or  protest  with  the 
Federal  Energy  Regulatory  Commis¬ 
sion,  825  North  Capitol  Street  NE., 
Washington,  D.C.  20426,  in  accordance 
with  Sections  1.8  and  1.10  of  the  Com¬ 
mission’s  Rules  of  Practice  and  Proce¬ 
dure  (18  CFR  1.8,  1.10).  All  such  peti¬ 
tions  or  protests  should  be  filed  on  or 
before  March  24,  1^8.  Protests  wil  be 
considered  by  the  Commission  in  de¬ 
termining  the  appropriate  action  to  be 
taken,  but  will  not  serve  to  make  prot¬ 
estants  parties  to  the  proceeding.  Any 
person  wishing  to  become  a  party 
must  file  a  petition  to  intervene. 
Copies  of  this  filing  are  on  file  with 
the  Conunission  and  are  available  for 
public  inspection. 

Kenneth  F.  Plumb, 
Secretary. 

[FR  Doc.  78-7109  FUed  3-16-78;  8:45  am] 


[6740-02] 

[Docket  No.  CP78-209] 

NATIONAL  FUEL  GAS  SUPPLY  CORP. 

Application 

March  8, 1978. 

Take  notice  that  on  February  28, 
1978,  National  I^el  Gas  Supply  Corp. 
(Applicant),  308  Seneca  Street,  Oil 
City,  Pa.  16301,  filed  in  Docket  No. 
CP78-209  an  application  pursuant  to 
Section  7(c)  of  the  Natural  Gas  Act 
for  a  certificate  of  public  convenience 
and  necessity  authorizing  Applicant  to 
render  an  undergroimd  gas  storage 
service  for  Central  Hudson  Gas  & 
Electric  Corp.  (Central  Hudson),  Con¬ 
necticut  Natural  Gas  Corp.  (CNG), 
Delmarva  Power  Light  Co.  (Delmar- 
va),  Elizabethtown  Gas  Co.  (Elizabeth¬ 
town),  Lowell  Gas  Co.  (Lowell), 
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Orange  and  Rockland  Utilities,  Inc. 
(O&R)  and  UGI  Corp.  (UGI)  for  the 
period  April  1,  1978,  through  March 
31,  1979,  all  as  more  fully  set  forth  in 
the  application  on  file  with  the  Com¬ 
mission  and  open  to  public  inspection. 

The  application  states  the  Applicant 
has  rendered  one-year  limited  term 
storage  service  to  non-affiliated  cus¬ 
tomer  utilities  in  each  storage  year 
commencing  1975-76,  through  the 
storage  year  which  would  end  March 
31,  1978,  in  varying  amounts  not  ex¬ 
ceeding  6,500,000  Mcf  annually.  Appli¬ 
cant  proposes  herein  to  continue  this 
service  for  an  additional  storage  year 
ending  March  31,  1979,  and  in  the  ag¬ 
gregate  amount  of  9,131,000  Mcf. 

It  is  stated  that  in  August  1976,  Ap¬ 
plicant  Joined  with  National  Gas  Stor¬ 
age  Corp.  (Storage)  in  requesting  au¬ 
thorization  in  Docket  No.  CP7 6-492 


necessary  for  Storage  to  acquire  from 
Applicant,  and  to  develop  and  operate, 
facilities  to  provide  underground  gas 
storage  service  to  nonaffiliated  cus¬ 
tomer  utilities  on  a  long-term  basis 
commencing  in  the  storage  year  1978- 
79.  Delays  have  prevented  Storage 
from  commencing  this  long-term  ser¬ 
vice  on  schedule,  it  is  said.  Applicant 
states  that  the  authorization  request¬ 
ed  herein  would  permit  it  to  provide 
one-year  interim  service  to  gas  distri¬ 
bution  companies  in  all  or  part  of  the 
quantities  in  which  service  through 
Storage  was  requested  to  have  been 
provided  in  Docket  No.  CP76-492. 

Consequently,  Applicant  proposes  to 
provide  storage  for  the  aforemen¬ 
tioned  seven  customers  for  the  period 
April  1,  1978  through  March  31,  1979. 
It  is  stated  that  the  volumes  and 
transporters  for  each  customer  are  as 
follows  (all  volumes  in  Mcf): 


Top  Maximum  Maximum 
Customer  Transporter  storage  injection  withdrawal 

capacity  per  day '  per  day ' 


Central  Hudson  _ 

CNO _ 

Delmarva  - - 

Elizabethtown . 

liowell _ 

O&R _ 

UGI . - . 


Tennessee  Gas  Pipeline  Co . 

Tennessee  Gas  Pipeline  Co . 

Transcontinental  Gas  Pipe  Line  Corp 
Transcontinental  Gas  Pipe  Line  Corp 

Tennessee  Gas  Pipeline  Co . 

Tennessee  Gas  Pipeline  Co.  and  Co¬ 
lumbia  Gas  Transmission  Corp. 
Columbia  Gas  Transmission  Corp _ 


Total 


200,000 

1,333 

1,333 

1,000,000 

6,667 

6,667 

1,000,000 

6,667 

6,667 

1,500,000 

10,000 

10,000 

2,000,000 

13,333 

13,333 

1,000,000 

6,667 

6,667 

2,431,000 

16,207 

16,207 

0,131,000 

60,874 

60,874 

'Maximum  injection  and  withdrawal  volumes  are  to  be  achieved  on  a  best  efforts  basis:  in  its  sole  dis¬ 
cretion,  Applicant  may  exceed  such  volumes  upon  customer  request. 


Applicant  states  that  it  would 
charge  each  customer  for  the  pro¬ 
posed  storage  service  a  rate  of  $0.4077 
per  Mcf  of  top  storage  capacity  made 
available,  which  amount  is  said  to  rep¬ 
resent  Applicant’s  cost  of  service  for 
such  service  as  reflected  in  a  settle¬ 
ment  in  Docket  No.  CJP75-348  and  to 
have  been  charged  for  similar  limited 
term  service  rendered  during  the  1976- 
77  and  1977-78  seasons. 

Any  person  desiring  to  be  heard  or 
to  make  any  protest  with  reference  to 
said  application  should  on  or  before 
March  30,  1978,  file  with  the  Federal 
Energy  Regulatory  Commission, 
Washington,  D.C.  20426,  a  petition  to 
intervene  or  a  protest  in  accordance 
with  the  requirements  of  the  Commis¬ 
sion’s  rules  of  Practice  and  Procedure 
(18  CFR  1.8  or  1.10)  and  the  Regula¬ 
tions  under  the  Natural  Gas  Act  (18 
CFR  157.10).  All  protests  fUed  with 
the  Commission  will  be  considered  by 
it  in  determining  the  appropriate 
action  to  be  taken  but  will  not  serve  to 
make  the  protestants  parties  to  the 
proceeding.  Any  person  wishing  to 
become  a  party  to  a  proceeding  or  to 
participate  as  a  party  in  any -hearing 
therein  must  file  a  petition  to  inter¬ 


vene  in  accordance  with  the  Commis¬ 
sion’s  Rules. 


Take  further  notice  that,  pursuant 
to  the  authority  contained  in  and  sub¬ 
ject  to  the  jurisdiction  conferred  upon 
the  Federal  Energy  Regulatory  Com¬ 
mission  by  Sections  7  and  15  of  the 
Natural  Gas  Act  and  the  Commission’s 
Rules 'Of  Practice  and  Procedure,  a 
hearing  will  be  held  without  further 
notice  before  the  Commission  on  this 
application  if  no  petition  to  intervene 
is  filed  within  the  time  required 
herein,  if  the  Commission  on  its  own 
review  of  the  matter  finds  that  a  grant 
of  the  certificate  is  required  by  the 
public  convenience  and  necessity.  If  a 
petition  for  leave  to  intervene  is 
timely  filed,  or  if  the  Commission  on 
its  own  motion  believes  that  a  formal 
hearing  is  required,  further  notice  of 
such  hearing  will  be  duly  given. 

Under  the  procedure  herein  pro¬ 
vided  for,  unless  otherwise  advised,  it 
will  be  unnecessary  for  Applicant  to 
appear  or  be  represented  at  the  hear¬ 
ing. 


Kenneth  F.  Plumb, 
Secretary. 


[PR  Doc.  78-7122  PUed  3-16-78;  8:45  am) 


[6740-02] 

(Project  No.  287] 

NORTH  COUNTIES  HYDRO-ELECTRIC  CO. 

Application  for  Now  Moior  Liconso 

March  10, 1978 

Public  notice  is  hereby  given  that  an 
application  was  filed  on  December  20, 
1972,  and  revised  on  September  16, 
1977,  imder  the  Federal  Power  Act,  16 
U.S.C.  §§  791a-825r,  by  North  Counties 
Hydro-Electric  Co.  (Applicant)  (Corre¬ 
spondence  to:  Mrs.  Bette  Breit 
O’Keefe,  President,  North  Counties  ‘ 
Hydro-Electric  Co.,  1047  North  Kenil¬ 
worth  Avenue,  Oak  Park,  Ill.  60302; 
and  John  C.  Mason,  Esq.,  Morgan, 
Lewis  and  Bockius,  1800  M  Street 
NW.,  Washington,  D.C.  20036)  for  a 
new  license  for  Project  No.  287  known 
as  the  Dayton  Project.  The  project  is 
located  on  the  Fox  River  in  the  Vil¬ 
lage  of  Dayton,  La  Salle  County,  Ill. 

The  Dayton  Project  consists  of:  (1)  a 
dam  about  594  feet  long  and  23  feet 
high  across  the  Fox  River,  having  a 
crest  elevation  of  498.9  feet,  U.S.G.S.; 
(2)  a  power  canal  extending  along  the 
west  side  of  the  Fox  River  for  about 
800  feet  from  the  dam  to  the  power¬ 
house;  (3)  a  powerhouse  containing 
two  1,000-kW  generators  and  one 
1,680-kW  generator;  (4)  a  1,600-acre 
reservoir,  100  to  600  feet  wide,  extend¬ 
ing  upstream  from  the  dam  for  about 
5  miles;  and  (5)  appurtenant  facilities. 

The  project  reservoir  is  also  used  for 
canoeing,  boating,  and  fishing.  The 
Applicant  proposes  to  make  the  fol¬ 
lowing  improvements  for  recreational 
purposes:  two  paths  from  the  parking 
area  to  the  river  bank  will  be  graveled; 
vegetation  wrill  be  cleared  at  selected 
areas  along  the  river  bank;  and  por¬ 
tage  points  will  be  improved. 

The  Applicant  estimated  the  net  in¬ 
vestment  in  the  poroject  at  $314,977  as 
of  June  30,  1975.  The  Applicant  stated 
that  it  paid  $7,339  and  $7,735  in  prop¬ 
erty  taxes  to  La  Salle  County  in  1974 
and  1975,  respectively.  The  Applicant 
also  stated  that  during  good  water 
years  the  Federal  income  taxes  range 
from  $10,000  to  $15,000  and  during 
bad  water  years  the  project  operates 
at  a  loss. 

According  to  the  application,  all  of 
the  energy  generated  at  the  project  is 
sold  to  Illinois  Power  Co. 

On  October  1,  1977,  pursuant  to  the 
provisions  of  the  Department  of 
Energy  Organization  Act  (DOE  Act), 
Pub.  L.  95-91,  91  Stat.  565  (August  4, 
1977)  and  Executive  Order  No.  12009, 

42  FR  46267  (September  15,  1977),  the  ' 
Federal  Power  Commission  ceased  to 
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exist  and  its  functions  and  regulatory 
responsibilities  were  transferred  to  the 
Secretary  and  the  Federal  Energy 
Regulatory  Commission  (FERC) 
which,  as  an  independent  commission 
within  the  Department  of  Energy,  was 
activated  on  October  1. 1977. 

Any  person  desiring  to  be  heard  or 
to  make  any  protest  with  reference  to 
said  application  should  on  or  before 
May  11.  1978,  file  with  the  Federal 
Energy  Regulatory  Commission,  825 
North  Capitol  Street  NE.,  Washing¬ 
ton,  D.C.  20426,  a  petition  to  intervene 
or  a  protest  in  accordance  with  the  re¬ 
quirements  of  the  Commission’s  Rules 
of  Practice  and  Procedure,  18  CFR 
§  1.8  or  §  1.10  (1977).  All  protests  filed 
with  the  Commission  will  be  consid¬ 
ered  by  it  in  determining  the  appropri¬ 
ate  action  to  be  taken,  but  will  not 
serve  to  make  the  protestants  parties 
to  the  proceeding.  Any  person  wishing 
to  become  a  party  in  any  hearing 
therein  must  file  a  petition  to  inter¬ 
vene  in  accordance  with  the  Commis¬ 
sion’s  Rules. 

’The  application  is  on  file  with  the 
Commission  and  is  available  for  public 
inspection. 

Kenneth  F.  Plumb, 
Secretary. 

[FR  Doc.  70-7113  Piled  3-16-78;  8:45  am] 


[6740-02] 

[Docket  No.  RP74-100  et  all 

NATIONAL  FUEL  GAS  SUPPLY  CORP. 

Proposed  PGA  Roto  Adjustmont 

March  10, 1978. 

Take  notice  that  on  March  7,  1978, 
National  Fuel  Gas  Supply  Corp.  (Na¬ 
tional)  tendered  for  filing  as  part  of  its 
FERC  Gas  Tariff,  Original  Volume 
No.  1,  Sixteenth  Revised  Sheet  No.  4, 
proposed  to  be  effective  April  1,  1978. 

National  states  that  the  sole  purpose 
of  this  revised  tariff  sheet  is  to  adjust 
National’s  rates  pursuant  to  the  PGA 
provisions  in  section  17  of  the  General 
Terms  and  Conditions.  National  fur¬ 
ther  states  that  such  tariff  sheet  re¬ 
flects  an  adjustment  in  National’s 
rates  of  .28c  per  Mcf  on  Sixteenth  Re¬ 
vised  Sheet  No.  4. 

It  is  stated  that  copies  of  the  filing 
have  been  mailed  to  all  of  its  jurisdic¬ 
tional  customers  and  affected  State 
regulatory  commissions. 

Any  person  desiring  to  be  heard  or 
to  protest  said  filing  should  file  a  peti¬ 
tion  to  intervene  or  protest  with  the 
Federal  Energy  Regulatory  Commis¬ 
sion,  825  North  Capitol  Street  NE., 
Washington,  D.C.  20426,  in  accordance 
with  sections  1.8  and  1.10  of  the  Com¬ 
mission’s  Rules  of  Practice  and  Proce¬ 
dure  (18  CFR  1.8  and  1.10).  All  such 
petitions  or  protests  should  be  filed  on 
or  before  March  31,  1978.  Protests  will 
be  considered  by  the  Commission  in 
determining  the  appropriate  parties  to 


the  proceeding.  Any  person  wishing  to 
become  a  party  must  file  a  petition  to 
intervene.  Copies  of  this  filing  are  on 
file  with  the  Commission  and  are 
available  for  public  inspection. 

Kenneth  F.  Plumb, 
Secretary. 

[PR  Doc.  78-7112  Piled  3-16-78;  8:45  am] 


[6740-02] 

[Docket  No.  RP73-8] 

NORTH  PENN  GAS  CO. 

Notice  of  Propotod  Changes  in  FERC  Gas  Tariff 

March  10,  1978. 

Take  notice  that  North  Penn  Gas 
Co.  (North  Penn)  on  March  6,  1978, 
tendered  for  filing  proposed  changes 
in  its  FERC  Gas  Tariff,  First  Revised 
Volume  No.  1,  pursuant  to  its  PGA 
Clause  for  rates  to  be  effective  March 
1, 1978. 

North  Penn  states  that  the  change 
in  rates  reflected  in  Fifty-Second  Re¬ 
vised  Sheet  No.  PGA-1  reflect  an  in¬ 
crease  of  2.5004  per  Mcf  to  the  rates  as 
submitted  for  Commission  approval  on 
February  9,  1978,  in  Corrected  Substi¬ 
tute  Fifty-First  Revised  Sheet  No. 
PGA-1. 

The  increase  in  rates  contained  in 
Fifty-Second  Revised  Sheet  No.  PGA- 
1  reflect  increases  in  rates  from  North 
Penn’s  pi[>eline  suppliers.  Consolidat¬ 
ed  Gas  Supply  Corp.  and  Transconti¬ 
nental  Gas  Pipe  Line  Corp.  for  effec¬ 
tiveness  March  1, 1978. 

North  Penn  requests  waiver  oi  any 
of  the  Commission’s  Rules  and  Regu¬ 
lations  in  order  to  permit  the  proposed 
rates  to  go  into  effect  on  March  1, 
1978. 

Copies  of  this  filing  were  served 
upon  North  Penn’s  jurisdictional  cus¬ 
tomers,  as  well  as  interested  State 
commissions. 

Any  person  desiring  to  be  heard  or 
to  protest  said  filing  should  file  a  peti¬ 
tion  to  intervene  or  protest  with  the 
Federal  Energy  Regulatory  Commis¬ 
sion,  825  North  Capitol  Street.  NE., 
Washington,  D.C.  20426,  in  accordance 
with  sections  1.8  and  1.10  on  the  Com¬ 
mission’s  Rules  of  Practice  and  Proce¬ 
dure  (18  CFR  1.8,  1.10).  All  such  peti¬ 
tions  or  protests  should  be  filed  on  or 
before  March  30,  1978.  Protests  will  be 
considered  by  the  Commission  in  de¬ 
termining  the  appropriate  action  to  be 
taken,  but  will  not  serve  to  make  prot¬ 
estants  parties  to  the  proceeding.  Any 
person  wishing  to  become  a  party 
must  file  a  petition  to  intervene. 
Copies  of  this  filing  are  on  file  with 
the  Commission  and  are  available  for 
public  inspection. 

Kenneth  F.  Plumb, 
Secretary. 

[PR  Doc.  78-7114  Piled  3-1-78;  8:45  am]  3 


[6740-02] 

[Docket  No.  C178-293] 

MARATHON  OIL  CO. 

Application  for  cortificoto  of  Public  Convo- 
nienco  and  Necauity  and  Patition  for  Spe¬ 
cial  Roliof 

March  8. 1978. 

Take  notice  that  Marathon  Oil  Co. 
(Marathon),  539  South  Main  street, 
Findlay,  Ohio  45840,  filed  an  applica¬ 
tion  on  January  8.  1978  and  an  amend¬ 
ed  application  on  February  8,  1978,  in 
the  above  captioned  docket  for  a  certi¬ 
ficate  of  public  convenience  and  neces¬ 
sity  and  a  petition  for  special  relief 
pursuant  to  section  157.23  of  Commis¬ 
sion’s  Regulations  and  section  2.56a  of 
Commission’s  General  Policy  and  In¬ 
terpretations. 

Specifically,  Marathon  as  operator 
of  the  leaseholds  proposes  to  sell  and 
deliver  gas  from  its  interest  in  Blocks 
37,  38,  57  and  58,  Eugene  Island  Area, 
Block  57  Field,  offshore  Louisiana  to 
United  Gas  Pipe  Line  Co.  (United),  Ar¬ 
kansas  Louisiana  Gas  Co.  (Arkla.),  and 
Natural  Gas  Pipeline  Co.  of  america 
(Natural).  United  assigned  50%  of  its 
rights  and  obligations  to  Southern 
Natural  Gas  Co.  (Southern  Natural). 
The  proposed  sales  do  not  involve 
transportation  of  gas  or  pipeline  facili¬ 
ties.  Amerada  Hess  Corp.  (Amerada 
Hess),  a  co-owner  of  the  leases,  is  not  a 
signatory  party  to  Marathon’s  con¬ 
tracts. 

Marathon  seeks  a  certificate  of 
public  convenience  and  necessity  pur¬ 
suant  to  section  157.23  for  the  leases 
named  in  this  application. 

Marathon  indicates  that  production 
may  commence  on  or  about  April  1, 
1978.  Marathon  states  that  the  cost  to 
produce  its  gas  reserves  is  substantial¬ 
ly  in  excess  of  both  the  nationwide 
ceiling  rates  prescribed  in  Opinion  No. 
770-a  and  their  contractually  provided 
base  price  of  $2.25  per  Mcf.  Therefore, 
Marathon  requests  special  relief  pur¬ 
suant  to  section  2.56a(g);  it  proposes 
an  initial  rate  of  $2.25  per  Mcf  at 
15.025  psia  for  the  gas  sold,  subject  to 
refund  should  the  Commission  find 
that  rate  not  just  and  reasonable. 

Any  person  desiring  to  be  heard  or 
to  make  any  protest  with  reference  to 
said  petition  should  on  or  before 
March  31,  1978,  file  with  the  Federal 
Energy  Regulatory  Commission, 
Washington,  D.C.  20426,  a  petition  to 
intervene  or  a  protest  in  accordance 
with  the  requirements  of  the  Commis¬ 
sion’s  Rules  of  Practice  and  Procedure 
(18  CFR  1.8  or  1.10).  All  protests  filed 
with  the  Commission  will  be  consid¬ 
ered  by  it  in  determining  the  appropri¬ 
ate  action  to  be  taken  but  will  not 
serve  to  make  the  protestants  parties 
to  the  proceeding.  Any  party  wishing 
to  become  a  party  to  a  proceeding,  or 
to  participate  as  a  party  in  any  hear- 
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ing  therein,  must  file  a  petition  to  in¬ 
tervene  in  accordance  with  the  Com¬ 
mission’s  Rules. 

Kenneth  F.  Plumb, 

Secretary. 

[FR  Doc.  78-7104  FUed  3-16-78;  8:45  am] 


[6740-02] 

[Docket  No.  CP76-254] 

MICHIGAN  CONSOUDATED  GAS  CO. 

Extension  of  Timo 

March  10, 1978. 

On  March  2, 1978,  Michigan  Consoli¬ 
dated  Gas  Co.  filed  a  motion  to  extend 
the  time  period  within  which  to 
comply  with  Ordering  Paragraphs  (B) 
and  (C)  of  the  Commission’s  February 
24,  1978  order  issued  in  the  above  re¬ 
ferenced  proceeding.  The  motion 
states  that  the  grant  of  this  motion 
will  not  prejudice  any  party  to  the 
proceeding. 

Upon  consideration,  notice  is  hereby 
given  that  an  extension  of  time  is 
granted  to  and  including  April  17. 
1978,  within  which  to  file  tariff  sheets 
and  to  refund  excess  rates  with  inter¬ 
est  in  compliance  with  Ordering  Para¬ 
graphs  (B)  and  (C)  of  the  Commis¬ 
sion’s  February  24,  1978  order.  Notice 
is  also  given  that  an  extension  of  time 
is  granted  to  and  including  April  27, 
1978,  within  which  to  furnish  reports 
of  refunds  and  interest  in  compliance 
with  Ordering  Paragraph  (C)  of  the 
Commission’s  February  24,  1978  order. 

Kenneth  F.  Plumb, 

Secretary. 

[FR  Doc.  78-7110  FUed  3-16-78;  8:45  ami 


[6740-02] 

[Docket  No.  ER76-848] 

MONTANA  POWER  CO. 

Cemplionce  Rling 

March  10, 1978. 

Take  notice  that  Montana  Power  Co. 
on  March  1,  1978,  tendered  for  filing 
Original  Sheet  No.  10  of  the  FPC  Elec¬ 
tric  Tariff  M-1,  which  has  been  re¬ 
vised  to  show  the  addition  of  Tri-State 
Generation  and  Transmission,  and  a 
summary  of  sales  made  under  the 
Company’s  FPC  Electric  Tariff  M-1 
during  January,  1978,  along  with  cost 
justification  for  the  rate  charged,  in 
compliance  with  the  Commission’s 
Order  of  May  6,  1977,  in  the  above- 
noted  docket. 

Any  person  desiring  to  be  heard  or 
to  protest  said  filing  should  file  a  peti¬ 
tion  to  intervene  or  protest  with  the 
P^eral  Energy  Regulatory  Commis¬ 
sion,  825  North  Capitol  Street,  NE., 
Washington,  D.C.  20426,  in  accordance 
with  the  Commission’s  Rules  of  Prac¬ 
tice  and  Procedure  (18  CFR  1.8,  1.10). 


All  such  petitions  or  protests  should 
be  filed  on  or  before  March  27,  1978. 
Protests  will  be  considered  by  the 
Commission  in  determining  the  appro¬ 
priate  action  to  be  taken,  but  will  not 
serve  to  make  protestants  parties  to 
the  proceeding.  Any  person  wishing  to 
become  a  party  must  file  a  petition  to 
intervene.  Copies  of  this  filing  are  on 
file  with  the  Commission  and  are 
available  for  public  inspection. 

Kenneth  F.  Plumb, 

Secretary. 

[FR  Doc.  78-7111  FUed  3-16-78;  8:45  am] 


[6740-02] 

[Docket  No.  ER78-67] 

PUBUC  SERVICE  CO.  OF  OKLAHOMA 
Extension  of  Time 

March  9, 1978. 

On  February  6,  1978,  Public  Service 
Co.  of  Oklahoma  filed  a  motion  to 
extend  the  time  for  filing  appropriate 
cost  support  data,  set  by  the  Commis¬ 
sion’s  Order  issued  November  30,  1977 
in  Docket  Nos.  ER77-422,  ER78-20, 
and  ER78-49. 

Upon  consideration,  notice  is  hereby 
given  that  the  date  for  filing  appropri¬ 
ate  cost  support  data  is  extended  to 
and  including  April  3, 1978. 

Kenneth  F.  Plumb, 

Secretary. 

[FR  Doc.  78-7105  FUed  3-16-78;  8:45  am] 


[6740-02] 

[Docket  Nos.  CS78-269,  et  al.] 

APPUCATIONS  FOR  “SMALL  PRODUCER” 
CERTIFiCATES ' 

March  8, 1978. 

Take  notice  that  each  of  the  Appli¬ 
cants  listed  herein  has  filed  an  appli¬ 
cation  pursuant  to  section  7(c)  of  the 
Natural  Gas  Act  and  section  157.40  of 
the  Regulations  thereunder  for  “small 
producer’’  certificate  of  public  conve¬ 
nience  and  necessity  authorizing  the 
sale  for  resale  and  delivery  of  natural 
gas  in  interstate  commerce,  all  as  more 
fully  set  forth  in  the  applications 
which  are  on  file  with  the  Commission 
and  open  to  public  inspection. 

Any  person  desiring  to  be  heard  or 
to  make  any  protest  with  reference  to 
said  applications  should  on  or  before 
April  6,  1978,  file  with  the  Federal 
Energy  Regulatory  Commission, 
Washington,  D.C.  20426,  petitions  to 
intervene  or  protests  in  accordance 
with  the  requirements  of  the  Commis¬ 
sion’s  Rules  of  Practice  and  Procedure 
(18  CFR  1.8  or  1.10).  All  protests  filed 
with  the  Commission  will  be  consid¬ 
ered  by  it  in  determining  the  appropri- 


'  This  notice  does  not  provide  for  consoli¬ 
dation  for  hearing  of  the  several  matters 
covered  herein. 


ate  action  to  be  taken  but  will  not 
serve  to  make  the  protestants  parties 
to  the  proceeding.  Persons  wishing  to 
become  parties  to  a  proceeding  or  to 
participate  as  a  party  in  any  hearing 
therein  must  file  petitions  to  intervene 
in  accordance  with  the  Commission’s 
Rules. 

Take  further  notice  that,  pursuant 
to  the  authority  contained  in  and  sub¬ 
ject  to  the  jurisdiction  conferred  upon 
the  Federal  Energy  Regulatory  Com¬ 
mission  by  sections  7  and  15  of  the 
Natural  Gas  Act  and  the  Commission’s 
Rules  of  Practice  and  Procedure,  a 
hearing  will  be  held  without  further 
notice  before  the  Commission  on  all 
applications  in  which  no  petition  to  in¬ 
tervene  is  filed  within  the  time  re¬ 
quired  herein  if  the  Commission  on  its 
own  review  of  the  matter  believes  that 
a  grant  of  the  certificates  is  required 
by  the  public  convenience  and  necessi¬ 
ty.  Where  a  petition  for  leave  to  inter¬ 
vene  is  timely  filed,  or  where  the  Com¬ 
mission  on  its  own  motion  believes 
that  a  formal  hearing  is  required,  fur¬ 
ther  notice  of  such  hearing  will  be 
duly  given. 

Under  the  procedure  herein  pro¬ 
vided  for,  unless  otherwise  advised,  it 
will  be  unnecessary  for  Applicants  to 
appear  or  be  represented  at  the  hear¬ 
ing. 

Kenneth  F.  Plumb, 

Secretary. 


Docket 

No.  Date  FUed  Applicant 


CS78- 

269  - 2-13-78 _ MR  77.  a  California  Ltd. 

partnership,  1006  Russ 
Bldg.,  235  Montgomery,  San 
Francisco,  Calif.  94104. 

CS78- 

270  _ 2-13-78.....  James  L.  Franks,  Suite  455, 

101  Park  Ave.  Bldg., 
Oklahoma  City,  Okla.  73102. 

CS78- 

271  _ 2-13-78 _ O.  H.  Berry,  515  Midland 

National  Bank  Tower, 
Midland.  Tex.  79701. 

CS78- 

272  .  2-13-78 _ E.  J.  Brumage,  R.D.  No.  2. 

Waynesburg,  Pa.  15370. 

CS78- 

273  _ 2-17-78 _ Roy  L.  McKay.  P.O.  Box  2014, 

RosweU,  N.  Mex.  88201. 

CS78- 

274  _ 2-16-78 _ Quest  OU  Co..  444  Denver 

Club  Bldg.,  Denver,  Colo. 
80202. 

CS78- 

275..  _ 2-16-78..'...  Crabtree  OU  6c  Gas  Co..  P.O. 

Drawer  170  T.A..  Denver, 
Colo.  80217. 

CS78- 

276  _ 2-17-78 _ Diamond  H.  OU  Co..  P.O.  Box 

599,  Sterling  aty.  Tex. 
76951. 

CS78- 

277  -  2-21-78. _ Adco  Producing  Co.,  Inc.,  114 

Jefferson  Davis  Blvd., 
Natchea,  Miss.  39120. 

CS78- 

278  _ 2-21-78 _ Markland  Corp.  4835  LBJ, 

suite  545,  Dallas,  Tex.  75234. 

CS78- 

279.. .....  2-21-78.....  Smith  Eng.,  Inc.  6c  Lovelace 

Drug,  Inc.,  Box  428, 
Pawhuska.  Okla.  74056. 
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Docket 

No. 

Date  Filed 

Applicant 

CS78- 

280....... 

,  2-21-78 . 

Oale  E.  Butterfield.  d.b.a. 

CS78- 
281 _ 

,  2-21-78 

Probe  Oil  Co..  P.O.  Box 

1779.  Havre,  Mont.  59501. 

Wyoming  Oas  Fuel  Corp.. 

C878- 
282 . 

.2-22-78 _ 

2334  East  3d  Ave..  Denver. 
Colo.  80206. 

W.  D.  Moore.  4410  Montrose, 

CS78- 
283 . 

,  2-22-78 . 

Houston.  Tex.  77006. 

R.  H.  Hass.  4410  Montrose, 

C878- 

Houston,  Tex.  77006. 

284 _ 

2-22-78 _ 

F.  B.  Lacy,  4410  Montrose, 

CS78- 
285. _ 

2-27-78 _ 

Houston,  Tex.  77006. 

Richard  D.  Harrison.  North 

CS78- 
286 . 

2-27-78 _ 

Broadway  Plaza.  6401  North 
Broadway,  Oklahoma  City, 
Okla. 

Calalta  Resources.  Inc., 

CS78- 
287.. _ 

2-28-78 _ 

Hlndry  6c  Meyer,  P.C.,  2300 
First  National  Bank  Bldg., 
Denver,  Colo.  80293. 

FAM  CO,  1625  Vickers 

CS78- 
288 . 

2-28-78 _ 

KSBdcT  Building.  Wichita, 
Kans.  67202. 

Retsal  Drilling  Co.,  P.O.  Box 

CS78- 
289 . 

2-27-78 . 

205,  Shreveport,  La.  71162. 

Robert  A.  Berliner.  Hindry  6c 

CS78- 
291.. _ 

3-2-78. _ 

Meyer,  P.C..  2300  First 
National, Bank  Bldg., 

Denver,  Colo.  80293. 

ORICO,  Suite  1625, 125  North 

Market,  Wichita,  Kans. 

67202. 

[FR  Doc.  78-7123  FUed  3-16-78;  8:45  am] 


[6740-02] 

[Docket  No.  RP72-121.  PGA78-1] 

SOUTHWEST  GAS  CORP. 

Chang*  in  Rat*«  Pureuanf  to  Purchatod  Gat 
Cost  AdjuttmanI 

March  10. 1978. 

Take  notice  that  on  February  27, 
1978,  Southwest  Gas  Corp.  (“South¬ 
west”)  tendered  for  filing  Twenty- 
Fourth  Revised  Sheet  No.  3 A,  consti¬ 
tuting  Original  POA-1  in  its  FERC 
Gas  Tariff,  Original  Volume  No.  1.  Ac¬ 
cording  to  Southwest,  the  purpose  of 
this  filing  is  to  increase  rates  of  South¬ 
west  under  its  Purchased  Gas  Adjust¬ 
ment  Clause  in  section  9  of  the  Gener¬ 
al  Terms  and  Conditions  contained  in 
said  tariff,  as  a  result  of  an  increase  in 
rates  from  its  supplier.  Northwest 
Pipeline  Corp.  (“Northwest”),  effec¬ 
tive  April  1,  1978.  The  proposed 
change  in  rates  would  increase  South¬ 
west’s  revenues  from  jurisdictional 
sales  and  service  by  $1,426,133,  based 
on  the  twelve-moiith  period  ending 
December  31, 1977. 

Southwest  states  that  copies  of  the 
filing  have  been  mailed  to  the  Nevada 
Public  Service  Commission,  the  Cali¬ 
fornia  Public  Utilities  Commission, 


Sierra  Pacific  Power  Co.  and  the  Cali¬ 
fornia-Pacific  Utilities  Co. 

Any  person  desiring  to  be  heard,  or 
to  protest  said  filing,  should  file  a  peti¬ 
tion  to  intervene  or  protest  with  the 
Federal  Energy  Regulatory  Commis¬ 
sion.  825  North  Capitol  Street  NE., 
Washington,  D.C.  20426,  in  accordance 
with  sections  1.8  and  1.10  of  the  Com¬ 
mission’s  Rules  of  Practice  and  Proce¬ 
dure  (18  CFR  1.8,  1.10).  All  such  peti¬ 
tions  or  protests  should  be  filed  on  or 
before  March  24,  1978.  Protests  will  be 
considered  by  the  Commission  in  de¬ 
termining  the  appropriate  action  to  be 
taken  but  will  not  serve  to  make  prot- 
estahts  parties  to  the  proceeding.  Any 
person  wishing  to  become  a  party 
must  file  a  petition  to  intervene. 
Copies  of  this  filing  are  on  file  with 
the  Commission  and  are  available  for 
public  inspection. 

Kenneth  F.  Plttjub, 
Secretary. 

[FR  Doc.  78-7115  Filed  3-18-78;  8:45  am] 


[6740-02] 

[Docket  No.  RP72-155] 

TRANSWESTERN  PIPELINE  CO. 

Propotcd  Changes  in  FERC  Gat  Tariff 

March  10, 1978. 

Take  notice  that  ’Transwestem  Pipe¬ 
line  Co.  (Transwestem)  on  March  2, 
1978,  tendered  for  filing  as  part  of  its 
FERC  Gas  Tariff,  Second  Revised 
Volume  No.  1,  the  following  sheets: 
Ninth  Revised  Sheet  No.  5;  Ninth  Re¬ 
vised  Sheet  No.  6. 

These  sheets  are  issued  pursuant  to 
’Transwestem’s  Purchased  Gas  Cost 
Adjustment  provision  as  set  forth  in 
section  19  of  the  General  Terms  and 
Conditions  of  its  FERC  Gas  Tariff, 
Second  Revised  Volume  No.  1.  This  in¬ 
crease  in  Transwestem’s  rates  reflects 
a  Cost  of  Gas  Adjustment  to  track  in¬ 
creased  purchased  gas  costs  and  a  Sur¬ 
charge  Adjustment  to  clear  the  bal¬ 
ance  of  the  Gas  Cost  Adjustment  Ac¬ 
count. 

The  proposed  effective  date  of  the 
above  tariff  sheets  is  April  1, 1978. 

Copies  of  the  filing  were  served  upon 
the  company’s  jurisdictional  custom¬ 
ers  and  interested  State  commissions. 

Any  person  desiring  to  be  heard  or 
to  protest  said  filing  should  file  a  peti¬ 
tion  to  intervene  or  protest  with  the 
Federal  Energy  Reg^atory  Commis¬ 
sion,  825  North  Capitol  Street  NE., 
Washington,  D.C.  20426,  in  accordance 
with  sections  1.8  and  1.10  of  the  Com¬ 
mission’s  Rules  of  Practice  and  Proce¬ 
dure  (18  CFR  1.8,  1.10).  All  such  peti¬ 
tions  or  protests  should  be  filed  on  or 
before  March  24,  1978.  Protests  will  be 
considered  by  the  Commission  in  de¬ 
termining  the  appropriate  action  to  be 
taken,  but  will  not  serve  to  make  prot- 
estants  parties  to  the  proceeding.  Any 


person  wishing  to  become  a  party 
must  file  a  petition  to  intervene. 
Copies  of  this  filing  are  on  file  with 
the  Commission  and  are  available  for 
public  inspection. 

Kenneth  F.  Plumb, 
Secretary. 

[FR  Doc.  78-7117  Filed  3-16-78;  8:45  am] 


[6740-02] 

[Project  No.  2820] 

VERMONT  ELECTRIC  COOPERATIVE 

Application  for  Pr*liminary  Parmit 

March  10, 1978. 

Take  notice  that  an  application  was 
filed  on  October  13,  1977,  with  the 
Federal  Energy  Regulatory  Commis¬ 
sion  by  the  Vermont  Electric  Cooper¬ 
ative,  Inc.  (Correspondence  to:  Mr. 
Walter  N.  Cook,  Excutive  Manager, 
Vermont  Electric  Cooperative,  Inc., 
School  Street,  Johnson,  Vermont 
05656;  Copy  to:  Acres  American  Inc., 
900  Liberty  Bank  Building,  Buffalo, 
New  York  14202,  Attention:  Mr  John 
D.  Lawrence)  for  a  preliminary  permit 
for  the  proposed  Hart  Island  Hydro¬ 
electric  Project,  which  would  be  locat¬ 
ed  in  Windsor  County,  Vt.,  near  the 
Town  of  North  Hartland,  on  the  Con¬ 
necticut  River  about  400  feet  down¬ 
stream  from  Hart  Island,  1.5  miles 
downstream  from  Hartland,  Vt.,  and 
12  miles  downstream  from  the  existing 
Wilder  Project  (FERC  No.  1892). 

The  proposed  project  would  have  a 
capacity  of  10,000  to  20,000  kW  and 
consist  of:  (1)  a  concrete  dam  across 
the  main  river  channel,  with  earth 
abutments,  having  an  overall  length  of 
1,300  feet  and  a  maximum  height  of  51 
feet  above  the  streambed;  (2)  a  storage 
reservoir  having  a  normal  power  pool 
elevation  of  331  msl  extending  12 
miles  upstream  to  the  tailwater  of  the 
existing  Wilder  Project  No.  1892;  (3)  a 
power  house  located  on  the  right  bank 
of  the  river  containing  three  vertical 
Francis-type  turbines  driving  gener¬ 
ators;  and  (4)  appurtenant  facilities. 
Applicant  states  that  the  proposed  use 
or  market  for  the  power  to  be  devel¬ 
oped  is  to  meet  present  and  future 
electric  energy  requirements  of  the 
residential  members  served  by  the  Ap¬ 
plicant.  Any  surpliis  capacity  and/or 
energy  would  be  sold  by,  or  exchanged 
with,  electric  utilities  in  the  area  for 
public  utility  purposes. 

A  preliminary  permit  does  not  au¬ 
thorize  construction.  A  permit,  if 
issued,  gives  the  Permittee,  during  the 
term  of  the  permit,  the  right  of  prior¬ 
ity  of  application  for  license  while  the 
Permittee  undertakes  the  necessary 
studies  and  examinations  to  determine 
the  engineering  and  economic  feasibil¬ 
ity  for  the  project,  the  market  for  the 
power,  and  all  information  necessary 
for  inclusion  in  an  application  for  li¬ 
cense. 
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Any  person  desiring  to  be  heard  or 
to  make  any  protest  with  reference  to 
said  application  should  file  with  the 
Federal  Energy  Regulatory  Commis¬ 
sion,  Washington,  D.C.  20426,  a  peti¬ 
tion  to  intervene  or  a  protest  in  accor¬ 
dance  with  the  requirements  of  the 
Commission’s  Rules  of  Practice  and 
Procedure  (18  CFR  §  1.8  or  §  1.10).  All 
such  petitions  or  protests  should  be 
filed  on  or  before  May  15,  1978.  Pro¬ 
tests  will  be  considered  by  the  Com¬ 
mission  in  determining  the  appropri¬ 
ate  action  to  be  taken,  but  will  not 
serve  to  make  protestants  parties  to 
the  proceeding.  Any  person  wishing  to 
become  a  party  to  a  proceeding  or  to 
participate  as  a  party  in  any  hearing 
therein  must  file  a  petition  to  inter¬ 
vene  in  accordance  with  the  Commis¬ 
sion’s  Rules.  The  application  is  on  file 
with  the  Commission  and  is  available 
for  public  inspection. 

Kenneth  F.  Plurib, 
Secretary. 

[FR  Doc.  78-7118  Piled  3-16-78;  8:45  am] 


[6740-02] 

[Docket  No.  ER78-234] 

WISCONSIN  ELEaRIC  POWER  CO. 

Proposed  Tariff  Chongo,  March  10,  1978 

Take  notice  that  Wisconsin  Electric 
Power  Co.  on  March  6,  1978,  tendered 
for  filing  an  amendment  to  FPC  Rate 
Schedule  No.  33  between  Wisconsin 
Electric  Power  Co.  (Wisconsin  Elec¬ 
tric)  and  the  City  of  Shawano. 

Wisconsin  Electric  indicates  that  the 
amendment,  proposed  to  be  effective 
October  12,  1977,  modifies  the  agree¬ 
ment  to  provide  for  the  following: 

1.  Initial  demand  metering  equipment 
shall  be  installed  and  paid  for  by  Wisconsin 
Electric. 

2.  A  second  34.5-kV  circuit,  including  the 
necessary  metering  to  the  point  of  intercon¬ 
nection,  shall  be  installed  and  maintahied 
by  Wisconsin  Electric.  The  cost  of  same 
shall  be  paid  by  the  City  of  Shawano. 

3.  The  additional  facilities  are  being  con¬ 
structed  solely  to  provide  a  second  circuit  to 
the  existing  point  of  service  and  are  being 
constructed  at  the  request  of  the  City  of 
Shawano. 

Applicant  states  that  this  situation 
is  iinique  to  the  City  of  Shawano  and 
comparison  rates  for  similar  services 
cannot  be  made. 

According  to  Wisconsin  Electric  a 
copy  of  this  filing  was  served  upon  the 
City  of  Shawano. 

Waiver  of  the  Commission’s  notice 
requirements  is  requested  to  allow  for 
an  effective  date  of  October  12,  1977. 

Any  person  desiring  to  be  heard  or 
to  profit  said  application  should  file 
a  petition  to  intervene  or  protest  with 
the  Federal  Energy  Regulatory  Com¬ 
mission,  825  North  Capitol  Street  NE, 
Washington,  D.C.  20426,  in  accordance 
with  the  Commission’s  Rules  of  Prac¬ 


tice  and  Procedure  (18  CFR  1.8,  1.10). 
All  such  petitions  or  protests  should 
be  filed  on  or  before  March  27,  1978. 
Protests  will  be  considered  by  the 
Commission  in  determining  the  appro¬ 
priate  action  to  be  taken,  but  will  not 
serve  to  make  protestants  parties  to 
the  proceeding.  Any  person  wishing  to 
become  a  party  must  file  a  petition  to 
intervene.  Copies  of  this  application 
are  on  file  with  the  Commission  and 
are  available  for  public  inspection. 

Kenneth  F.  PtincB, 
Secretary. 

[PR  Doc.  78-7119  Piled  3-16-78;  8:45  am] 


[6560-01] 

ENVIRONMENTAL  PROTECTION 
AGENCY 

[PRD-8682] 

GUIDELINES  FOR  FUEL  ADDITIVE  WAIVERS 

AGENCY:  Environmental  Protection 
Agency. 

ACTION:  Notice. 

SUMMARY:  The  Clean  Air  Act 
Amendments  of  1977  added  section 
211(f),  which  prohibits  or  limits  the 
use  of  certain  fuels  and  fuel  additives. 
Section  211(f)  also  provides  for  waiv¬ 
ers  of  these  prohibitions  and  limita¬ 
tions  if  a  fuel  or  fuel  additive  manu¬ 
facturer  can  show  that  a  fuel  or  fuel 
additive  will  not  cause  or  contribute  to 
the  failure  of  any  emission  control 
device  or  system  installed  on  vehicles 
or  engines  to  achieve  compliance  with 
applicable  emission  standards. 

Pursuant  to  section  211(f),  the  Ad¬ 
ministrator  has  180  days  after  receipt 
of  an  application  within  which  to 
grant  or  deny  a  waiver.  If  the  Adminis¬ 
trator  does  not  act  within  180  days, 
the  application  for  waiver  shall  be 
treated  as  granted. 

These  Guidelines  are  being  pub¬ 
lished  in  order  to  facilitate  waiver  ap¬ 
plication  and  review.  The  Guidelines 
also  establish  procedures  for  the 
waiver  process.  At  this  time,  these 
Guidelines  have  been  restricted  in 
focus  to  fuel  additives,  specifically 
methylcyclopentadienyl  manganese 
tricarbonyl  (MMT). 

FOR  FURTHER  INFORMATION 
CONTACn*: 

George  Y.  Sugiyama,  Attorney-Advi¬ 
sor,  Mobile  Source  Enforcement  Di¬ 
vision  (EN-340),  U.S.  Environmental 
Protection  Agency,  401  M  Street 
SW.,  Washington,  D.C.  20460,  202- 
755-2816. 

SUPPLEMENTARY  INFORMATION: 

Guidelines:  Section  211(f)(4) 
Waivers 

I.  applications  for  waivers  and 

BURDEN  OF  PROOF 

All  requests  for  a  waiver,  the  sup¬ 
porting  data,  and  the  contents  of  all 


related  submittals  should  be  public  in¬ 
formation  and  therefore  releasable  to 
any  party  requesting  such  data. 
Should  an  applicant  for  a  waiver 
desire  to  assert  a  claim  of  business 
confidentiality  or  trade  secret  infor¬ 
mation  over  any  part  of  an  application 
requesting  a  waiver,  such  assertion 
should  only  be  made  if  the  failure  to 
submit  such  information  would  seri¬ 
ously  jeopardize  the  success  of  the  ap¬ 
plication  and  the  release  of  such  infor¬ 
mation  will  cause  significant  harm  to 
the  applicant. 

Applications  for  waivers  should  be 
submitted  only  by  manufacturers  of 
fuels  or  fuel  additives.  Requests  for 
waivers  by  individuals  or  organizations 
who  are  not  manufacturers  will  not  be 
considered  a  sufficient  request  for 
waiver  such  as  to  initiate  the  180  day 
review  period  provided  by  section 
211(f)(4).  For  purposes  of  initiating 
the  180  day  requirement,  an  applica¬ 
tion  will  be  considered  to  be  received 
on  the  date  It  is  delivered  to  the  Direc¬ 
tor,  Mobile  Source  Enforcement  Divi¬ 
sion.  Use  of  certified  (return  receipt) 
or  registered  mail  is  encouraged. 

The  Administrator  may  waive  the 
section  211(f)  prohibitions  and  restric¬ 
tions  if  he  "determines  that  the  appli¬ 
cant  has  established'*  (emphasis  sup¬ 
plied)  that  the  fuel  additive  in  ques¬ 
tion  will  not  cause  the  effects  de¬ 
scribed  in  section  211(f)(4).  The 
burden  of  performing  tests  and  fur¬ 
nishing  data  and  evidence  is  upon  the 
applicant.  Applications  which  are  not 
accompanied  by  any  evidence  as  to  the 
effects  of  a  fuel  additive  upon  the 
emissions  performance  of  the  national 
automobile  fleet  will  be  denied.  Any 
waiver  granted  to  one  manufacturer 
will  be  applicable  to  any  manufacturer 
similarly  situated.  Multiple  applica¬ 
tions  for  the  same  waiver  are  not  nec¬ 
essary  and  are  discouraged  unless 
based  on  different  or  additional  infor¬ 
mation. 

II.  DEFINITIONS 

A.  Substantially  similar.  A  fuel  addi¬ 
tive  is  not  substantially  similar  to  any 
fuel  additive  used  in  the  certification 
of  any  model  year  1975  or  subsequent 

.model  year  vehicle  or  engine  under 
section  206  of  the  Clean  Air  Act  (as 
amended),  if: 

(a)  Such  fuel  additive  contains  any 
element  other  than  an  impurity  which 
is  not  specified  for  use  in  the  fuel  uti¬ 
lized  in  the  certification  of  any  model 
year  1975  or  subsequent  model  year 
vehicle  or  engine,  or  (b)  the  chemical 
structure  of  the  additive  is  not  identi¬ 
cal  to  the  chemical  structure  of  any 
additive  specified  for  use  in  the  certifi¬ 
cation  of  any  model  year  1975,  or  sub¬ 
sequent  model  year  vehicle  or  engine. 

B.  Introduction  into  commerce.  In¬ 
troduction  into  commerce  of  a  fuel  ad¬ 
ditive  occurs  when  with  regard  to  a 
quantity  of  fuel  containing  such  addi¬ 
tive: 
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(a)  No  further  blending,  mixing,  or 
other  treatment  or  change  to  the 
chemical  composition  of  the  fuel  will 
occur,  and  (b)  the  fuel  has  entered 
into  the  process  of  shipment,  such  as 
pipeline  or  common  carrier  (whether 
or  not  owned  or  controlled  by  the 
manufacturer),  with  the  purpose  of 
selling  or  offering  for  sale. 

C.  Increase  in  concentration.  The 
phrase  “increase  in  concentration”  is 
applicable  on  a  per  refiner  basis  and, 
with  respect  to  fuel  additives,  will  be 
considered  to  occur  if  any  concentra¬ 
tion  in  any  gallon  of  fuel  (in  grams  of 
additive  per  gallon)  exceeds  the  high¬ 
est  of  any  preceding  concentration  for 
a  fuel  entered  into  commerce. 

III.  TESTING  PROCEDURES 

A  request  for  a  waiver  should  con¬ 
tain  data  relating  to  a  fuel  additive’s 
emissions  effects  which  are  derived 
from  vehicle  testing.  It  is  essential 
that  test  data  provide  a  reliable  basis 
for  comparison  with  the  conditions 
under  which  vehicies  are  certified  pur¬ 
suant  to  section  206  of  the  Clean  Air 
Act.  The  various  tests  and  conditions 
under  which  tests  should  be  conducted 
are  described  below. 

A.  Use  of  the  FTP  for  exhaust  emis¬ 
sions  testing.  For  all  tailpipe  emission 
tests  the  Federal  Test  Procedure  for 
1978  and  subsequent  year  light-duty 
vehicles  should  be  used.  The  FTP  is 
described  at  40  CFR  86.101  et  seq.  Any 
deviations  from  the  FTP  should  be  re¬ 
ported  in  the  application  for  waiver 
along  with  an  explanation  as  to  the 
reasons  for  such  deviations. 

B.  Federal  durability  schedule.  Each 
car  in  the  test  fleet  should  accumulate 
50,000  miles  utilizing  the  Federal  Du¬ 
rability  Schedule.  Test  track  or  mile¬ 
age  accumulation  dynamometers  are 
equally  acceptable  if  adequate  emis¬ 
sion  control  system  cooling  is  provided 
on  the  dynamometers.  The  Federal 
Durability  Schedule  is  described  at  40 
CFR  Part  85  Appendix  IV.  Any  devi¬ 
ations  from  the  Federal  Durability 
Schedule  should  be  reported  in  the  ap¬ 
plication  for  waiver  along  with  an  ex¬ 
planation  of  the  reasons  for  such  devi¬ 
ations. 

C.  Testing  at  various  concentration 
levels  of  fuel  additives.  Where  a  waiver 
is  sought  for  a  fuel  additive,  the  addi¬ 
tive’s  effects  upon  emissions  perfor¬ 
mance  may  be  critically  dependent 
upon  its  concentration  in  use.  Data 
submitted  should  encompass  the  range 
of  concentrations  intended  for  use.*  No 
attempt  by  EPA  to  extrapolate  data  to 
a  permissible  concentration  level  is 
contemplated. 

IV.  FUEL  AND  FUEI.  ADDITIVE 
SPECIFICATIONS 

A.  Service  accumulation  fuel.  The 
fuel  utilized  for  service  accumulation 
should  be  similar  to  that  utilized  in 
the  certification  of  light-duty  motor 


vehicles  under  section  206  of  the  Clean 
Air  Act  except  with  regard  to  the  ap¬ 
plication  additive.  Reference  should  be 
made  to  40  CFR  86.113-79(a)(2)  for  an 
example  of  one  such  fuel.  Specifica¬ 
tions  for  the  service  accumulation  fuel 
should  be  reported  in  the  application 
for  a  waiver  along  with  documentation 
that  the  fuel  utilized  did  not  vary  in 
specifications. 

B.  Emission  test  fuel  All  emission 
testing  should  be  performed  using  In- 
dolene  fuel.  If  Indolene  fuel  is  not 
used,  then  it  is  recommended  that  the 
specifications  for  emission  test  fuel 
contained  at  40  CFR  86.H3-79(a)(l)  be 
foliowed.  Specifications  for  the  emis¬ 
sion  test  fuel  used  should  be  reported 
in  the  application  for  a  waiver  along 
with  documentation  demonstrating 
that  the  fuel  utilized  did  not  vary  in 
specifications. 

V.  DURABILITY  OF  EMISSION  CONTROL 
SYSTEMS  AND  DEVICES 

A  waiver  cannot  be  granted  if  a  fuel 
additive  will  cause  or  contribute  to  a 
failure  of  any  emission  control  device 
or  system  to  achieve  compliance  with 
the  standards  over  the  vehicle’s  useful 
life.  EPA  believes  that  harm  to  emis¬ 
sion  control  devices  or  systems  which 
adversely  affects  vehicle  performance, 
such  that  removal  or  rendering  inoper¬ 
ative  of  such  devices  or  systems  may 
be  reasonably  expected,  should  be  con¬ 
sidered  a  basis  under  section  211(f)(4) 
for  denying  a  waiver.  Where  the  po¬ 
tential  for  such  harm  is  evidenced,  the 
applicant  has  the  burden  of  proving 
that  such  harm  will  not  occur. 

VI.  FORMATS  FOR  SUBMITTAL  OF 
INFORMATION 

A.  A  separate  application  should  be 
filed  for  each  additive  for  which  a 
waiver  is  requested. 

B.  The  application  should  be  in  writ¬ 
ing,  signed  by  an  authorized  represen¬ 
tative  of  the  applicant,  and  clearly  in¬ 
dicate  that  it  is  an  application  for  a 
waiver  pursuant  to  section  211(f)(4)  of 
the  Clean  Air  Act. 

C.  All  information  and  data  which  is 
used  to  support  a  reque.st  for  a  waiver 
should  be  submitted  at  the  same  time. 
Substantive  amendments  (other  than 
technical  corrections  of  information 
already  received  by  EPA)  may  be  con¬ 
sidered  to  be  new  applications,  and  the 
date  such  amendments  are  received 
may  be  treated  as  the  beginning  of  the 
180  day  period  specified  in  section 
211(f)(4). 

D.  An  application  filed  by  more  than 
one  party  is  permissible  and  will  be  ac¬ 
cepted. 

E.  The  applicant  has  the  burden  of 
furnishing  to  EPA  all  data  which  is  re¬ 
ferenced  or  utilized  as  support  for  a 
request  for  a  waiver. 

F.  Each  application  will  receive  a 
docket  number  which  will  be  commu¬ 
nicated  to  the  applicant(s)  along  with 


the  receipt  date  of  the  application.  All 
correspondence  should  refer  to  the 
docket  number. 

G.  Five  copies  of  each  application 
should  be  submitted  to:  Director, 
Mobile  Source  Enforcement  Division 
(EN-340),  Environmental  Protection 
Agency,  401  M  Street  SW.^  Washing¬ 
ton,  D.C.  20460. 

H.  Each  application  should  contain 
the  following  information; 

I.  Fuel  and  fuel  additive  specifica¬ 
tion  for  the  mileage  accumulation  and 
emissions  test  fuel  and  for  the  fuel 
and/or  fuel  additive  for  which  a 
waiver  is  requested  and  the  methods 
of  analysis. 

2.  HC,  CO,  NOx  emission  values  in 
grams /mile  for  each  test  performed. 

3.  Deterioration  factors  for  each  ve¬ 
hicle. 

4.  A  description  or  reference  to  a  de¬ 
scription  of  all  procedures  used  to  test 
each  vehicle. 

5.  A  record  and  description  of  main¬ 
tenance  and  other  servicing  per¬ 
formed. 

6.  The  results  of  each  emission  test 
for  each  vehicle  and  the  point  in  the 
durability  schedule  at  which  such  ve¬ 
hicles  were  tested. 

7.  A  description  of  each  vehicle  in 
the  control  and  test  fleets,  including  a 
description  of  their  engines,  emission 
control  systems,  fuel  system  compo¬ 
nents,  and  any  auxiliary  emission  con¬ 
trol  devices. 

8.  Results  of  analysis  of  the  actual 
fuel  used  in  mileage  accumulation  and 
emission  testing  with  respect  to  addi¬ 
tive  concentration,  lead  content, 
octane  rating,  sulfur  content,  phos¬ 
phorus  content,  Reid  vapor  pressure, 
distillation  sp^ifications,  and  hydro¬ 
carbon  composition. 

9.  Evidence  of  the  physical  effects  of 
the  additive  for  which  waiver  is  re¬ 
quested  on  catalytic  converters  for  the 
50,000  miles  of  operation  (e.g.,  pres- 
siu-e  drop  test  results  or  other  physical 
testing  to  determine  extent  of  catalyst 
plugging). 

Dated:  March  9, 1978. 

Marvin  B.  Durning, 
Assistant  Administrator 
for  Enforcement 

FFR  Doc.  78-7069  Piled  3-18-78;  8:45  am] 
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IFRL  868-3] 

NATIONAL  AIR  POLLUTION  CONTROL 
TLCHNIQUES  ADVISORY  COMMIHEE 

Open  M*«ting 

Under  Pub.  L.  92-463,  notice  is 
hereby  given  that  a  meeting  of  the  Na¬ 
tional  Air  Pollution  Control  Tech¬ 
niques  Advisory  Committee  will  be 
held  at  9  a.m.  on  April  5  and  6, 1978,  at 
the  Olde  Colony  Motor  Lodge  and 
Conference  Center,  North  Washington 
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and  First  Streets,  Alexandria.  Va. 
22313.  The  commercial  telephone 
number  is  703-548-6300. 

The  meeting  is  scheduled  for  the 
Committee  to  review  the  standard  sup¬ 
port  and  environmental  impact  state¬ 
ments  for  the  control  of  particulate 
emissions  from  glass  manufactiiring 
plants,  nitrogen  oxide  emissions  from 
internal  combustion  engines  (greater 
than  350  CID/cylinder  engines),  and 
hydrocarbon  emissions  from  metal 
furniture  coating  operations.  The 
agenda  also  includes  a  review  of  the 
Section  111(d)  document  for  alumi¬ 
num  smelters  and  a  report  on  the 
methodology  utilized  to  prepare  the 
new  source  performance  standards 
(NSPS)  priority  list  required  by  Sec¬ 
tion  111(f)  of  the  (Jiean  Air  Act. 

The  proposed  agenda  for  the  meet¬ 
ing  is  as  follows: 

April  5  ( Wednesday) 

9  ajn.— Metal  furniture,  NSPS  for  hydrocar¬ 
bon  emissions  from  coating  operations. 

II  a.m.— Glass  manufacturing  plants,  NSPS 
for  particulate  emissions. 

4  p.m.— NSPS  priority  Ust,  report  on  meth¬ 

odology  utilized  to  prepare  this  priority 
list. 

5  p.m.— Committee  executive  session. 

April  6  (.Thursday) 

8:30  a.m.— Internal  combustion  engines— 
NSPS  for  nitrogen  oxide  emissions  from 
greater  than  350  CID/cylinder  engines. 

11  a.m.— Aluminum  smelters— Section 

111(d)— Guidelines  to  State  agencies  for 
existing  plants. 

4:30  p.m.— Committee  executive  session. 

All  meetings  are  open  to  the  public. 
Anyone  wishing  to  make  a  presenta¬ 
tion  should  contact  Mr.  Don  R.  Good¬ 
win.  Director,  Emission  Standards  and 
Engineering  Division  (MD-13),  U.S. 
Environmental  Protection  Agency,  Re¬ 
search  Triangle  Park,  N.C,  27711,  by 
March  31,  1978.  The  commercial  tele¬ 
phone  number  is  919-541-5271  and  the 
FTS  number  is  629-5271. 

Dated:  March  14. 1978. 

Edward  P.  Tuerk, 
Acting  Assistant  Administrator, 
for  Air  and  Waste  Management 
[FR  Doc.  78-7203  Filed  3-16-78;  8:45  am] 


[6560-01] 

[FRL  868-5] 

RECEIPT  OF  ENVIRONMENTAL  IMPAO 
STATEMENTS 

Pursuant  to  the  President’s  Reorga¬ 
nization  Plan  No.  1,  the  Environmen¬ 
tal  Protection  Agency  is  the  official  re¬ 
cipient  for  environmental  impact 
statements  (EIS’s)  and  is  required  to 
publish  the  availability  of  each  EIS  re¬ 
ceived  weekly.  'The  following  is  a  list 
of  environmental  impact  statements 
received  by  the  Environmental  Protec¬ 
tion  Agency  from  March  6.  1978 
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through  March  10,  1978.  The  date  of 
receipt  for  each  statement  is  noted  in 
the  statement  siunmary.  Under  the 
Guidelines  of  the  Council  on  Environ¬ 
mental  Quality  the  minimum  period 
for  public  re^ew  and  comment  on 
draft  environmental  impact  state¬ 
ments  is  forty-five  (45)  days;  the  date 
of  submission  of  comment  is  May  1, 
1978.  The  thirty  (30)  day  period  for 
each  final  statement  begins  on  the  day 
the  statement  is  made  available  to  the 
Environmental  Protection  Agency  and 
to  conunenting  parties. 

On  March  8,  1978,  the  Federal  agen¬ 
cies  were  informed  of  an  upcoming 
change  in  filing  procedures  for  final 
EIS’s.  In  July,  1974  the  Council  estab¬ 
lished  that  the  30  day  review  period 
for  final  EIS's  would  counted  from 
the  date  the  statement  was  actually 
filed  with  the  Council  (now  EPA). 
However,  after  consultation  with  the 
Council  and  in  the  interest  of  fairness 
to  the  public  and  commenting  entities, 
it  aras  determined  that  final  EIS  com¬ 
menting  period  should  be  treated  the 
same  as  for  a  draft  EIS. 

Therefore,  effective  April  17,  1978, 
for  all  final  EIS’s  received  during  a 
given  week  (Monday  through  Friday), 
the  30-day  timeframe  will  commence 
on  the  Friday  of  the  following  week. 

Copies  of  individual  statements  are 
available  for  review  from  the  originat¬ 
ing  agency.  Back  copies  are  also  avail¬ 
able  at  10  cents  per  page  from  the  En¬ 
vironmental  Law  Institute,  1346  Con¬ 
necticut  Avenue,  Washington,  D.C. 
20036. 

Dated:  March  15, 1978. 

Joseph  M.  McKI^abe, 
Acting  Director, 
Office  of  Federal  Activities. 

Department  op  Agriculture 

Contact;  Mr.  Barry  Flamm,  Coordinator. 
Enviromnental  Quality  Activities,  U.S.  De¬ 
partment  of  Agriculture,  Room  307A,  Wash¬ 
ington.  D.C.  20250,  202-447-6827. 

FOREST  SERVICE 

Final 

Vegetation  management  with  herbicides, 
Oregon,  Washington,  and  California,  Mar.  6: 
The  proposed  action  is  the  reduction  of  un¬ 
wanted  vegetation,  with  herbicides,  as  a 
part  of  resource  management  activities  on 
national  forest  lands.  The  action  covered  by 
this  EIS  involves  the  use  of  the  following 
herbicides:  2,4-D,  2,4,5-T.  Silvex,  Atrazine, 
Dicamba,  Dalapon,  Amitrole-T,  Picloram, 
Monosodium  Methanearsenate,  Krenite, 
and  Cacodylic  Acid.  All  coimties  in  the 
States  of  Oregon  and  Washington  which 
contain  forest  service  lands  plus  Del  Norte 
and  Siskiyou  Counties  of  California  are  in¬ 
volved.  Comments  made  by:  EIPA,  HEW, 
DOI,  DOD,  DOT,  FPC,  State  and  local 
agencies,  groups  and  invididuals.  (ELR 
Order  No.  80216.) 

Department  op  Defense 

ARMY  CORPS 

Contact:  Dr.  C.  Grant  Ash,  Office  of  Envi¬ 
ronmental  Policy  Department,  Attn:  DAEN- 


CWR-P,  Office  of  the  Chief  of  Engineers, 
U.S.  Army  Corps  of  Engineers,  1000  Inde¬ 
pendence  Avenue  SW.,  Washington,  D.C. 
20314,  202-693-6795. 

Draft 

Lake  Erie  Generating  Station.  Permit  Ap¬ 
plication,  New  York,  March  9:  Proposed  is 
the  construction,  operation,  and  mainte¬ 
nance  of  the  proposed  1700  megawatt,  fossil 
fuel,  steam  generating  station.  Lake  Erie 
Generating  Station,  by  the  Niagara 
Mohawk  Power  Corp.  (Applicant)  at  a  site 
in  Pomfret  or  Sheridan,  N.Y.  The  proposed 
generating  station  will  utilize  two  low- 
sulfur,  western  coal-fired  imits  to  produce 
steam  for  the  generation  of  electric  power. 
The  exhaust  steam  from  two  turbine  gener¬ 
ators  will  be  cooled  and  condensed  by  using 
Lake  Erie  water  pumped  to  the  plant  via 
pipeline  and  circulated  through  a  single  nat¬ 
ural  draft  cooling  tower.  (Buffalo  District.) 
(ELR  Order  No.  80223.) 

Port  Ontario,  Harbor  of  Refuge,  Oswego 
County.  N.Y..  March  9:  Proposed  is  the 
harbor  of  refuge  plan  recommended  for 
Port  Ontario  locat^  in  Oswego  County, 
N.Y.  at  the  mouth  of  the  Salmon  River 
which  would  provide  adequate  refuge 
harbor  facilities  In  the  Mexico  Bay  region  of 
eastern  Lake  Ontario.  The  need  for  a 
harbor  of  refuge  is  based  upon  three  gener¬ 
al  facts:  (1)  Access  into  the  area  is  difficult 
for  all  but  very  shallow  draft  vessels,  during 
storms  its  difficult;  (2)  recreational  boating 
along  the  shoreline  has  increased;  and  (3) 
increased  sport  fishing  interest,  llie  plan 
will  provide  a  safe  entrance  channel  at  Port 
Ontario  Harbor.  (Buffalo  District.)  (ERL 
Order  No.  80229.) 

Urban  Levee  Improvement.  Oroville, 
Okanogan  County.  Wash.,  March  10:  Pro- 
.  posed  is  the  improvement  to  an  existing 
levee  system  located  in  Okanogan  County, 
Wash.  The  plan  includes  a  total  of  9,300 
feet  of  embankment  to  be  constructed  on 
the  left  bank  of  the  Slmilkameen  River  at 
Oroville.  The  project  would  provide  protec¬ 
tion  from  floods  having  a  1  percent  chance 
of  occurring  in  any  one  year.  The  levee 
alignment  would  follow  the  river  shoreline 
along  approximately  4,000  feet  of  the  river 
edge,  and  provide  100-year  flood  protection 
to  175  acres  of  land  in  South  Oroville.  (Seat¬ 
tle  District.) 

Final 

Michigan  City  Harbor.  Operation  and 
Maintenance,  Porter  and  La  Porte  Counties, 
Ind.,  March  10:  Proposed  is  the  continued 
operation  and  maintenance  of  the  Michigan 
city  harbor,  Indiana  navigation  project.  A 
diked  containment  structure  for  the  pollut¬ 
ed  dredged  material  removed  from  the 
harbor,  with  an  incorporated  effluent  filter, 
will  be  constructed  on  a  3.5  acre  land  site 
adjacent  to  Trail  Oeek.  Harbor  sediments 
classified  as  unpolluted  or  suitable  for  un¬ 
restricted  or  open-lake  disposal  by  region  5, 
USEPA,  will  be  dredged  as  needed  to  pro¬ 
vide  for  safe  navigation  and  deposited  in  an 
open-lake  disposal  site.  Adverse  effects  in¬ 
clude  permanent  loss  of  terrestrial  vegeta¬ 
tion  and  associated  wildlife  occupying  the 
contained  disposal  site.  (CTiicago.)  Com¬ 
ments  made  by:  USDA,  DOC.  DOI.  State 
and  local  agencies,  and  interested  groups. 
(ELR  Order  No.  80235.) 

Supplement 

Missouri  River  Levee  System  (S-l),  Ne¬ 
braska.  March  10:  This  statement  supple¬ 
ments  a  FEIS  originally  filed  with  CEQ  in 
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May  of  1976.  Since  completion  of  the  FEIS, 
it  had  been  determined  that  a  portion  of  the 
work  to  be  done  falls  under  the  purview  of 
section  404  of  the  Federal  Water  Pollution 
Control  Act  amendments  of  1972.  A  section 
404  permit  is  required  because  permanent 
fill  will  be  placed  in  wetlands  in  conjunction 
with  the  construction  of  23,660  linear  feet 
of  levee  and  underseepage  facilities  along 
the  right  bank  of  the  Missouri  River  at 
Bellevue,  Nebr.  Adverse  impacts  involve  the 
elimination  of  about  Vi  acre  of  aquatic  habi¬ 
tat  in  the  Papillion  Creek.  (Omaha  District.) 
(ELR  Order  No.  80049.) 

Department  of  Commerce 

Contact:  Dr.  Sidney  R.  Oaller,  Assistant 
Secretary  for  Environmental  Affairs,  Envi¬ 
ronmental  Affairs,  Department  of  Com¬ 
merce,  Washington,  D.C.  20230,  202-377- 
4335. 

NATIONAL  OCEANIC  AND  (ATMOSPHERIC 
ADMINISTRATION 

Final 

Salmon  Fisheries  FMP,  Washington. 
Oregon,  California,  March  8:  The  proposed 
action  is  to  continue  the  management  of 
commercial  and  recreational  salmon  fisher¬ 
ies  off  the  coasts  of  Washington,  Oregon, 
and  California  for  optimum  yield  from  the 
fisheries,  conservation  of  the  stocks,  and 
equitable  allocation  among  all  domestic 
fishermen,  including  treaty  Indians.  In 
order  to  achieve  the  overall  management 
objectives,  recommended  regulations  and  al¬ 
ternative  regulations  are  proposed  for  the 
commercial  troll,  ocean-sport,  and  Indian 
treaty  fisheries.  Impacts  of  the  various  al¬ 
ternatives  are  discussed.  Comments  made 
by:  EPA,  DOI,  State  and  local  agencies, 
groups  and  individuals.  (ELR  Order  No. 
80221.) 

The  thirty  (30)  day  review  period  for  the 
following  supplemental  final  EIS  has  been 
waived. 

Final  Supplement 

King  &  Tanner  Crab,  East  Bering  Sea  (S- 
2),  March  10:  This  statement  supplements  a 
final  EIS  filed  with  CEQ  in  February  1977, 
Changes  in  optimum  yield  (QY)  are  pro¬ 
posed  in  the  subject  preliminary  fishery 
plan  management  for  the  1978  foreign  fish¬ 
ing  season.  Adoption  of  this  1978  PMP  may 
create  some  additional  U.S.  harvesting  and 
processing  as  a  result  of  increasing  the  U.S. 
capacity  for  “C.  Bairdi"  in  the  eastern 
Bering  Sea.  It  will  also  eliminate  all  directed 
foreign  fishing  on  “C.  Bairdi”  stocks  and  re¬ 
strict  foreign  tanner  crab  fishing  principally 
to  “C.  Opillo"  in  the  eastern  Bering  Sea. 
Comment:  Government  of  Japan.  (ELR 
Order  No.  80232.) 

EInvironmental  Protection  Agency 

Contact:  Mr.  Joseph  M.  McCabe,  Director, 
Office  of  Federal  Activities,  Room  WSMW 
537,  401  M  Street  SW.,  Washington,  D.C. 
20460,  202-755-0780. 

Final 

Kraft  Pulp  Mills.  Performance  Standards. 
March  9:  This  statement  outlines  standards 
of  performance  and  monitoring  require¬ 
ments  for  new  and  modified  Kraft  Pulp 
Mills,  proposed  under  the  authority  of  sec¬ 
tion  III  of  the  Clean  Air  Act.  Elmissions  of 
particulate  matter  will  be  controlled  in  the 
recovery  furnace,  the  smelt  dissolving  tank, 
and  the  lime  kiln.  Emissions  of  total  re¬ 
duced  sulfur  (TRS)  will  also  be  controlled  in 
the  aforementioned  facilities  as  well  as  in 


the  digester  system.  The  brown  stock  wash¬ 
ers.  the  multiple  effect  evaporators,  and  the 
black  liquor  oxidation  system.  Minor  ad¬ 
verse  impacts  on  water  supply  are  expected. 
EPA-450/2-76-014B.  Comments  made  by: 
DOC  and  State  agencies.  (ELR  Order  No. 
80227.) 

Federal  Energy  Regulatory  Commission 

Contact:  Dr.  Jack  M.  Heinemann,  Advisor 
on  Environmental  Quality,  Federal  Energy 
Regulatory  Commission,  825  North  Capitol 
Street  NE.,  Washington,  D.C.  20426,  202- 
275-4149. 

Final 

Solomon  Gulch  Project  No.  2742,  Alaska. 
March  7:  Proposed  is  the  issuance  of  a  Li¬ 
cense  to  the  Copper  Valley  Electric  Associ¬ 
ation,  Inc.,  authorizing  the  enlargement  of 
the  present  dam  at  Solomon  Lake,  construc¬ 
tion  of  a  penstock,  powerhouse,  transmis¬ 
sion  line  and  ancillary  facilities,  and  the  op¬ 
eration  of  these  project  works  for  electric 
power  supply  to  service  areas  in  and  around 
the  towns  of  Valdez  and  Glenhallen,  Alaska. 
The  dam  and  powerhouse,  with  generating 
equipment  having  a  rated  capacity  of 
12,000-kW,  would  be  located  on  Solomon 
Gulch  Creek,  approximately  4  miles  south 
of  Valdez.  Adverse  effects  include  the  per¬ 
manent  alteration  of  about  515  acres  of 
wildlife  habitat.  Comments  made  by:  DOI, 
DOD,  USDA,  DOC.  and  EPA.  (ELR  Order 
No.  80220.) 

General  Services  Administration 

Contact:  Mr.  Andrew  E.  Kauders,  Execu¬ 
tive  Director,  Environmental  Affairs  Divi¬ 
sion,  General  Services  Administration,  18th 
and  F  Streets  NW.,  Washington,  D.C.  20405, 
202-566-0405. 

Draft 

Courthouse  and  Federal  Office  Building, 
Springfield,  Hampden  County,  Mass., 
March  9:  Proposed  is  the  construction  of  a 
new  courthouse  and  Federal  office  building 
in  Springfield,  Hampden  County,  Mass,  by 
the  General  Services  Administration.  The 
proposed  building  will  be  multistory  of  rein¬ 
forced  concrete  and/or  structural  steel 
frame.  Interior  parking  will  be  provided  for 
about  100  vehicles.  The  principal  tenants  in 
the  building  will  be  the  U.S.  Congress  and 
related  activities;  the  Departments  of  Trea¬ 
sury,  HEW,  Defense,  and  Veterans  Adminis¬ 
tration.  Space  will  be  provided  for  other 
Federal  agencies  also.  The  proposed  new 
building  will  be  approximately  50,000  square 
feet  to  be  acquired  in  the  downtown  area  of 
Springfield.  The  facility  will  house  about 
372  employees.  (EXR  Order  No.  80230.) 

Department  of  HUD 

Contact:  Mr.  Richard  H.  Broun,  Director, 
Office  of  Elnvironmental  Quality.  Depart¬ 
ment  of  Housing  and  Urban  Development. 
451  7th  Street  SW..  Washington,  D.C.  20410, 
202-755-6308. 

Draft 

Laurel  Greene  Subdivision,  Columbus, 
Franklin  County,  Ohio,  Mar.  7;  Proposed  is 
the  Department  of  HUD  acceptance  for 
mortgage  insurance  purposes  the  Laurel 
Greene  Subdivision  located  in  Columbus, 
Franklin  County,  Ohio.  The  proposed  devel¬ 
opment  plan  encompasses  only  single  family 
housing  types.  The  tract  of  ground  contains 
approximately  175.6  acres  purchased  in  two 
parcels.  One  parcel  contains  70.0  acres  and 
the  second  parcel  contains  104.0  acres.  Upon 


completion  Laurel  Greene  will  be  a  planned 
development  comprised  of  650  single  family 
dwelling  units.  HUD-R05-EIS-77-16(D). 
(ELR  Order  No.  80218.) 

Final 

Rolling  Green  Subdivision,  Harris  County. 
Tex.,  Mar.  9:  The  proposed  action  is  the  ap¬ 
proval,  for  HUD/FHA  home  mortgage  in¬ 
surance  purposes,  of  the  Rolling  Green  pro¬ 
ject  in  Harris  County,  Tex.  The  317-acre  de¬ 
velopment  would  be  composed  of  1,270 
single-family  units  and  would  provide  hous¬ 
ing  for  some  4,500  people.  Adverse  effects 
would  be  the  loss  of  agricultural  land  and 
an  increased  demand  for  fossil  fuels 
through  heavy  dependence  on  the  auto¬ 
mobile  for  transportation.  Comments  made 
by:  EPA.  COE.  DOT.  DOI.  USDA.  State  and 
local  agencies,  special  groups  and  individ¬ 
uals.  (ELR  Order  No.  80222.) 

Section  104  (H) 

The  following  are  Community  Devel¬ 
opment  Block  Grant  Statements  pre¬ 
pared  and  circulated  directly  by  appli¬ 
cants  pursuant  to  section  104(H)  of 
the  1974  Housing  and  Community  De¬ 
velopment  Act,  Copies  may  be  ob¬ 
tained  from  the  office  of  the  appropri¬ 
ate  Local  Executive.  Copies  are  not 
available  from  HUD. 

Pinal 

Fairfax,  Va.-Lincoln/Lewis/Vannoy 

Sewage  Facilities,  Fairfax  County,  Va.,  Mar. 
6:  Proposed  is  the  installation  of  a  small-di¬ 
ameter,  low-pressure  sewer  system  to  pro¬ 
vide  sewage  collection  and  conveyance  to 
centralized  treatment  and  disposal  facilities 
in  the  Lincoln-Vannoy  conservation  area  of 
Fairfax  County,  Va.  The  system  will  be 
funded  with  Federal  community  develop¬ 
ment  block  grants  and  county  revenues.  Ad¬ 
verse  effects  include  the  commitment  of 
land  to  new  uses  and  the  loss  of  some  trees 
and  animal  species.  Comments  made  by: 
DOI,  VA,  DOD,  EPA,  State  and  local  agen¬ 
cies.  (ERL  Order  No.  80215.) 

Final 

Green  Acres  to  Merrlcks  Creek,  water  line, 
Cabell  County,  W.  Va.,  Mar.  9:  Proposed  is 
the  construction  of  a  water  distribution  line 
extension  project  by  the  county  commission 
of  Cabell  County,  Cabell  Coimty,  W.  Va., 
water  line  would  be  installed  along  5  miles 
of  West  Virginia  route  2  and  2.2  miles  along 
Merricks  Creek,  West  Virginia  route  19. 
Comments  made  by:  EPA,  USDA,  DOT, 
DOI,  State  and  local  agencies.  (ELR  Order 
No.  80231.) 

Department  of  Interior 

Contact:  Mr.  Bruce  Blanchard,  Director. 
Environmental  Project  Review,  Room  4256 
Interior  Building,  E>epartment  of  the  Interi¬ 
or.  Washington,  D.C.  20240,  202-343-3891. 

NATIONAL  PARK  SERVICE 

Draft 

Natchez  Trace  Parkway,  Tennessee,  Ala¬ 
bama,  and  Mississippi,  Mar.  7:  The  proposed 
action  involves  the  completion  of  115  miles 
of  motor  road  and  associated  public  use  and 
management  facilities  to  expand  recreation¬ 
al  facilities  along  an  existing  motor  road. 
The  Natchez  Trace  Parkway  (NTP)  is  an 
elongated  park  of  45,300  acres  stretching  an 
airline  distance  of  400  miles  across  Tennes¬ 
see,  Alabama,  and  Mississippi.  This  park  me¬ 
morialized  a  frontier  roadway  that  followed 
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ancient  Indian  trails  in  the  region  between 
Nashville.  Tenn.  and  Natchez.  Miss.  Comple¬ 
tion  of  this  action  will  provide  a  continuous 
447-mile  motor  road  transecting  parkway 
which  will  serve  for  pleasure  motoring  and 
will  afford  access  to  cultural  features.  (ELR 
Order  No.  80219.) 

Nuclear  Reculatory  Commission 

Contact:  Mr.  Voss  A.  Moore.  Assistant  Di¬ 
rector  for  Environmental  Projects.  P-518. 
Washington.  D.C.  20555.  301-492-8446. 

Draft  Supplement 

Floating  Nuclear  Powerplants.  Part  II  (S- 
1).  Mar.  10:  This  supplement  to  the  final 
EIS  filed  with  CEQ  in  September  1976,  pro¬ 
vides  further  consideration  on  a  number  of 
topics  discussed  in  the  FEIS.  particularly 
the  environmental  parameters  peculiar  to 
riverine  and  estuarine  siting.  The  supple¬ 
ment  also  provides  additional  information 
regarding  the  potential  siting  at  or  near 
ocean  shorelines,  sabotage  potential,  alter¬ 
native  energy  sources  and  protection  of  tne 
coastal  environment.  {NUREG-0058)  (ELR 
Order  No.  80233.) 

Tennessee  Valley  Authority 

Contact:  Dr.  Peter  Krenkel  Director  of 
Environmental  Planning.  Tennessee  Valley 
Authority,  720  Edney  Building,  Chattanoo¬ 
ga.  Tenn.  37401,  615-755-3161.  FTC  854- 
3161. 

Draft 

Cordova-Dnion-Browns  Ferry,  transmis¬ 
sion  line,  Tennessee,  Alabama,  and  Missis¬ 
sippi,  March  9:  The  proposed  action  involves 
the  plan  to  supply  the  anticipated  genera¬ 
tion  needs  for  the  overall  power  system.  In 
examining  the  adequacy  of  the  transmission 
system  with  these  planned  generating  plant 
additions,  some  deficiencies  in  localized 
western  areas  of  the  power  system  became 
apparent.  To  supply  the  forecasted  loads  for 
the  early  1980’s  in  the  Memphis,  Tenn., 
Jackson,  Term.,  and  Tupelo,  Miss.,  areas,  it 
will  be  necessary  to  augment  the  transmis¬ 
sion  capacity  to  these  load  centers  with  ad¬ 
ditional  east-west  power  transfer  capacity 
facilities.  This  proposal  will  provide  addi¬ 
tional  facilities  in  the  western  area  and  in¬ 
cludes  the  location  and  construction  of 
Union  substation.  (ELR  order  No.  80225.) 

U.S.  Postal  Service 

Contact:  Mr.  Robert  Coven,  Director, 
Office  of  Program  Planning,  Real  Estate 
and  Building  Department,  U.S.  Postal  Ser¬ 
vice,  Washington,  D.C.  20260. 

Draft 

Post  Office,  Vehicle  Maintenance  Facility, 
Stamford  Conn.,  Fairfield  County,  March  9: 
The  proposed  action  consists  of  the  con¬ 
struction  of  the  U.S.  Post  Office  general 
mail  facility  and  vehicular  maintenance  fa¬ 
cility  in  the  city  of  Stamford,  Conn.,  and 
the  Transfer  of  approximately  645  U.S. 
Postal  Service  employees,  wherein  planned 
employment  will  number  about  800  persons. 
These  facilities  are  proposed  for  a  13-acre 
site,  part  of  a  39-acre  site  known  as  the 
“Standard  Brands”  site,  located  at  the 
southerly  end  of  West  Avenue  and  west  of 
Betts  Avenue  within  the  city  of  Stamford. 
The  site  adjoins  the  town  of  Greenwich 
along  the  western  boundary  of  the 
tract.(ELR  order  No.  80224.) 

Department  of  Transportation 

Contact:  Mr.  Martin  Convisser,  Director, 
Office  of  Environmental  Affairs,  U.S.  De¬ 


partment  of  Transportation,  400  7th  Street 
SW.,  Washington,  D.C.  20590,  202-426-4357. 

FEDERAL  HIGHWAY  ADMINISTRATION 

Draft 

Tramway  Boulevard  (Parkway),  Albuquer-  . 
que,  N.  Mex.,  Bernalillo  County,  March  9; 
The  proposed  action  involves  the  Tramway 
Parkway  situated  in  the  extreme  northeast 
portion  of  the  city  of  Albuquerque  along  a 
north-south  alignment  at  the  base  of  the 
Sandia  Mountains.  Project  M-4067(4)  iden¬ 
tifies  the  proposed  parkway  and  represents 
the  ultimate  six-lane  divided  improvement 
along  the  corridor.  Projects  17I-PI-040- 
1(58)168  and  M-4067(2)  represent  the  inter¬ 
change  modification  at  the  1-40  and  Tram¬ 
way  Parkway.  The  termini  of  the  projects 
are  Central  Avenue  on  the  south  and  Mont¬ 
gomery  Boulevard  on  the  north;  a  distance 
of  approximately  4.3  mUes.  FHWA,  NM.  Eis, 
78-01-D.  (ELR  order  No.  80226.) 

TN-53,  Appalachian  Corridor  “J”,  im¬ 
provement,  Clay  County,  Tenn.,  March  6: 
Proposed  is  the  improvement  of  the  Appala¬ 
chian  Development  Highway  Corridor  “J”, 
section  J-39  to  J-40,  State  Route  53,  in  Clay 
Coimty,  Tenn.  The  project  begins  on  the 
east  side  of  the  Obey  River  Bridge,  east  of 
Celina  and  extends  north  eastward  approxi¬ 
mately  7.35  miles  to  the  Kentucky  State 
line.  State  Route  53  is  classified  as  a  major 
aterial.  The  project  will  consist  of  two  12 
foot  traffic  lanes  with  10  foot  paved  shoul¬ 
ders  on  a  minimum  right-of-way  of  150. 
Three  alternative  locations,  two  of  which 
are  the  same  except  for  a  14  mile  section; 
“A”  and  "A-1”,  are  considered  in  the  pro¬ 
posal.  FHWA,  TN,  EIS,  77-07-D  (Region  4). 
(ELR  order  No.  80217.) 

Final  Supplement 

Louisa-Catlettsburg  Road,  U.S.  23  (S-2), 
Boyd  County,  Ky.,  March  9;  This  Statement 
supplements  a  final  EIS  filled  with  CEQ  in 
1973.  The  Supplement  was  necessary  be¬ 
cause  the  northern  4.45  mile  portion  of  the 
project  was  excluded  from  the  original  EIS 
to  allow  time  for  the  area  along  the  pro¬ 
posed  relocation  to  be  surveyed  by  a  profes¬ 
sional  archaeologist.  The  project  consists  of 
the  construction  of  a  4-lane  divided  High¬ 
way  (U.S.  23)  That  begins  at  the  White 
Creek  Road  (Ky.  757)  and  extends  north¬ 
ward  to  a  terminal  point  near  the  Junction 
of  existing  U.S.  23  and  Ky.  3,  two  miles 
south  of  Catlettsburg.  Adverse  impacts  in¬ 
clude  the  displacement  of  families,  loss  of 
land  suitable  for  wildlife  habitat,  and  con¬ 
struction-related  pollution.  Comments  made 
by:  DOT.  HEW,  HUD.  DOI,  EPA,  State  and 
Local  agencies,  and  interested  groups.  (EIRL 
order  No.  80228.) 

Official  Extension  of  Review 

The  EPA  has  been  notified  by  the 
USDA,  Rural  Electrification  Adminis¬ 
tration  that  the  USDI,  Pish  and  Wild¬ 
life  Service,  has  denied  a  request  to 
construct  the  161KV  line  across  the 
wildlife  refuge  area  at  Lansing,  Iowa. 
Therefore,  the  review  period  for  the 
Draft  EIS  entitled  ‘T61KV  Transmis¬ 
sion  Line,  Genoa,  Wis.  to  Lansing, 
Iowa  (ELR  No.  71546),  has  been  ex¬ 
tended  from  February  20,  1978,  to 
April  13,  1978.  EPA  published  the 
availability  of  this  DEIS  in  the  Feder¬ 
al  Register  dated  January  9,  1978.  All 
persons  receiving  the  DEIS  have  been 


notified  by  the  USDA/REA  by  letter 
of  this  extension  of  time. 
tFR  Doc.  78-7350  FUed  3-16-78;  8:50  am] 


FEDERAL  MARITIME  COMMISSION 

CERTIFICATES  OF  FINANCIAL  RESPONSIBILITY 
(OIL  POLLUTION) 

C*rtificat«>  Usu»d 

Notice  is  hereby  given  that  the  fol¬ 
lowing  vessel  owners  and/or  operators 
have  established  evidence  of  financial 
responsibility,  with  respect  to  the  ves¬ 
sels  indicated,  as  required  by  section 
311  (p)(l)  of  the  Federal  Water  Pollu¬ 
tion  Control  Act,  and  have  been  issued 
Federal  Maritime  Commission  Certifi¬ 
cates  of  Financial  Responsibility  (Oil 
Pollution)  pursuant  to  Part  542  of 
Title  46  CFR. 


Certificate  Owner /Operator  and  Vessels 

No. 

01028 .  Flensburger  Schiffsparten-Vereinigung 

A.O.:  Vraniu  /. 

01104......  Hyundai  International  Inc.:  AtUu  Chal¬ 
lenger. 

01544.. —  Esso  Soclete  Anonyme  Francaise:  Esso 
Flandre. 

01761 Union  Steamship  Co.  of  New  Zealand: 
Marama. 

01857 —  OHO  I  Fa  Bernhard  Schulte:  Henrlette 
Schulte. 

01043......  National  Iranian  Tanker  Co.:  Reza  Pah- 

lavi,  Farah  Pahlavt 

02417 _ Norfolk.  Baltimore  8c  Carolina  Line.  Inc.: 

Container  Transport  7,  Contair^er 
Transport  6. 

02604  ...„.  Revere  Sugar  Corp.:  Revere  Barge  No.  1. 

02713 _  T.  L.  James  8c  Co.  Inc.:  BTl>-3. 

02903 _  George  Gibson  8c  Co.,  Ltd.:  Pentland 

den,  Pentland  Brae,  Pentland  Moor. 

03068 _ Pacific  Shipping  Co.  Ltd.:  Sun  Kim. 

03256 _  Riverway  Co.:  Oale  C 

03280......  Det  Forenede  Dampsklbs  Seiskab  A/S: 

Dana  Fulura. 

03413 _  Baba  Daiko  Shosen  K.K.:  Rio  Qrande 

Mans. 

03428 _  Hachimuma  Risen  K.K.:  Jinei  Maru. 

03708 _  Puget  Sound  Tug  8c  Barge  Co.:  Kona. 

03712 _  Far  Eastern  Marine  Transport  Co.  Ltd.: 

Oreat  River. 

03730 _  Brown  8c  Root,  Inc.:  Atlas  /. 

03852 .  Guy  F.  Atkinson  Co.:  Lisa  A. 

03068 _  Zim-Israel  Nay:  Yarden. 

04042......  Companhia  De  Navegacao  Maritima  Ne- 

tumar:  Olivia. 

04670. .  Standard  Products  Co.  Inc.:  Atlantic 

Venture. 

04716 _ _ _  Jason  Shipping  Inc.:  Nagos. 

04848 _  Surrendra  Overseas  Ltd.:  APJ  Anand. 

04033 .  Sun  State  Marine,  Inc.:  Sun  State  No.  4, 

Sun  State  No.  3. 

05036 .  Companhia  Nacional  De  Navegacao:  Fri- 

goantartico. 

05048 _  F.  Laeisz;  Prtmavera,  Primula. 

05472 .  National  Shipping  Corp.:  Huma. 

05549 .  Polska  Tiegluga  Morska:  Feliks  Dzier- 

zynski. 

05578 .  Baltic  Shipping  Co.:  Skulptor  Golubkina. 

05985 .  Sakhalin  Shipping  Co.:  Paramushir,  Pav- 

lovo,  Primorye,  Prokopyevsk,  Przhe- 
valsk. 

05908 .  Navarino  Shipping  8c  Transport  Co.  Ltd.: 

Sincerity. 

06118 .  Marcaminos  Atlanticos  Navegacion  S.A: 

Aegean  Klif. 

06336 ......  Mr  Sadao  Ogino:  Koyo  Maru  No.  11. 

06473.. _  Rakennustoimisto  Jussi  Ketola:  Finn 

Builder. 

06510......  Campagnie  Nationals  Algerienne  De 

Navigation  C.N.A.N.:  Blida. 

06905 _ _  Novorossiisk  Shipping  Co.:  Geori  Kerchi. 

07313......  Merivienti  Oy:  Finnsatlor. 

07362 _  Primorsk  Shipping  Co.:  Bam,  Eniseysk, 

Kamensk- Uralskiy,  Vilyuysk. 
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Certificate  Owner /Operator  and  Veasels 

No. 

07623  Dillingham  Tug  &  Barge  Sorp.r  Mlkiona, 
DTB-9.  DTB-1«,  DTB-2S.  DTB-27. 
DTB-29.  DTB-33.  DTB-35.  DTB-39. 
DTB-40. 

07711 .  AB  Vasa  Shipping  Oy;  San  Benito. 

07743 ......  Yangming  Marine  Transport  Corp.;  Ming 

Honeety,  Ming  Shine. 

07807 .  D.  Wandel  &  Co.:  Santa  Elena. 

08370 _  Indiana  Se  Michigain  Electric  Co.;  Robert 

R.  JevoeU,  Edwin  A.  Lewie. 

08840 .  Bangladesh  Shipping  Corp.:  Banglar 

MaitrL 

08999 _  Sause  Bros.  Ocean  Towing  Co.  Inc.:  Che- 

hali*. 

09189 _  Government  of  the  Trust  Territory  of 

the  Pacific  Islands;  Micro  Chief,  Mar¬ 
shall  Islands,  Caroline  Islands. 

09763 _  Atlas  Maritime  Co.  S.A.:  Star  Athenian. 

10280 _ _  Hollywood  Marine,  Inc.:  Hollywood  2008, 

HoUyword  2009. 

10931 _ _  Hansung  Shipping  Co.  Ltd.;  Scan  Com¬ 

mander. 

11239 _ _  Partenreederel  Nordic:  Zim  Northland. 

11518.. ....  Sabah  Pacific  Shipping  Co.  S.A.:  Arh 

Kim. 

11577.. ....  Joong  Ang  Shipping  Co..  Ltd.:  Neptune. 

11635 _ L  &  L  Oil  Co.  Inc.;  MS-15,  Patco-58. 

11828.. ....  Kosmos  Bulkschiffahrts  0.m.b.h.;  Rue- 

desheim  , 

11949 .. ....  Blackhall  Shipping  Co.  Ltd.:  Icenic. 

12115 .. ..~  Nippon  Kyodo  Hogei  K.K.;  Taka  Maru. 

12152 _  Kabushlld  Kalsha  Elsei  Maru:  Siyo 

Maru.  _ 

12189 .. ....  Norrona  Shipping  Co.  (PTE)  Ltd.:  Cherry 

EarL 

12405 _  Seecon  Schlffahrtskontor  0.m.b.h.: 

Split 

12960 .. ....  Pallas  Shipping  Agency  Ltd.;  Worid  Con¬ 

cord,  World  Brigadier,  Vasilikos. 

13053.. ....  Resolute  Shipping  Co.  Ltd.;  Samos 

Island. 

13147 .. ....  St.  Lawrence  Cement  Co.:  Robert  Koch. 
13198  „....  SeUhyo  Line  Ltd.:  Blue  Kocht 

13235 .. ....  Foster  Shipping  Co.  Ltd.;  Friendship  IV. 

13284 _  Alexander  Doukas  Compania  Naviera 

SJL;  Hiona. 

13319. _  Rio  Pardo  Compania  Naviera  S.A.: 

Aghios  Nicolaos. 

13379  «...  Naviera  Chilena  Del  Paclfico  S.A.:  Rena- 
cimienlo. 

13421 _  P.C.  2901  Inc.:  P.C.  2804.  P  C.  2805. 

13447 Naviera  Capriles,  S.A.:  Teotiste. 

13466 .. ....  Reederel  Hermann  Wulff;  John  Wulff 

13480 .. ....  West  Coast  Shipping  Co.;  Puerto  Rican. 

13484 .. ....  Western  Carriers.  Inc.:  Silver  Cardinal 

13490 _  Tower  Isle  Investments  S.A.;  Oaspesien. 

13511.. ....  Denton  Sherry:  Yardarm  Knot 

13530 _  Bifrost  Ltd.;  Bi/rost 

13532 .. ....  Paris  Compania  Naviera  S.A.;  Calliope. 

13538 .. ....  Marcosun  Shipping  Corp.  S.A.  PN:  Nont 

13540 _  Global  Mercantile  Inc.:  Merlin  1. 

13549.. ....  K.  A.  Steel  Chemicals  Inc.;  Kas  101,  Kas 

102. 

13550 .. ....  Schlffahrtskontor  Hans  Hermann  Knup- 

pel  KG:  Peter  Knuppel. 

13555.. ....  Shoel  Shipping  Co.  Ltd.:  Oeorgia  Rain¬ 

bow. 

13557 .. ....  Dltlev-Simonsens  Rederl  I  A/S:  Velma. 

13560.. ....  Newtex  Tankers  Inc.;  Thomas  M, 

Thomas  Q. 

13566 .. ....  Kommanditgesellschaft  Jebsen  Hamburg 

G.m.b.h.  8e  Co.:  Becknes. 

13572.. ....  International  Transport  Sotavento  Inc.: 

Sumatras. 

13577.. ....  Norchem  Shipping  Co.  Ltd.:  Chemical 

Explorer. 

13578.. ....  Norholm  Shipping  Co.  Ltd.:  Chemical 

Venturer. 

13598.. ....  Western  Poineer,  Inc.:  Marlin,  Tarpon, 

Sculpin,  Denali,  BowAn. 

13632 .. ....  Point  Venture  Corp.:  Point  Susan. 

13635 .  Cajun  Marine  Service  Inc.;  ST-122,  ST- 

123. 

13641 _  Wall  Schlffahrts  G.m.b.h.  6c  Co.  K.G.: 

Susanne  Vinnen. 

13642 .. ....  Buena  Valle  S.A.;  Akritas. 

13644 .. ....  Guardian  Transport  Corp.:  Ocean  Trans¬ 

porter. 

13646 .. ....  Explorer  Maritime  Inc.:  Stolt  Catherine. 

13648.. ....  Navios  Ship  Management  Services  Inc.: 

Phosphore  Conveyor. 

13649 _  World  Magnolia  Shipping  Corp.:  Regent 

Virgo. 


Certificate  Owner/Operator  and  Vessels 
No. 

13652  .  Jumbo  Scheepvaart  Maatschappij  (Cura¬ 

cao)  N.V.:  Mirabella. 

13653  .  World  Trading  Inc.:  Manitoba. 

13658 .  Venus  Sea  Marine  S.A.;  Asian  Highway. 

13660.. ....  Fertility  Shipping  Co.  S  A.;  Anna  C. 

13665  _  Gerenuk  Shipping  Corp.:  Aegis  Island. 

13666  .  Reefer  Lines  Pt.  Ltd.;  Ocean  Gold. 

13667 .. ....  Hamilton  Marine  Itansport  Ltd.:  Felicia 

V. 

13671 .  Lacon  Shipping  Co.,  Ltd.:  Lacon. 

13672 .. ....  Deckships  5  Ltd.;  Francesca. 

13674 .  K/S  A/S  Lotos:  Lotos. 

13677  _  David  Compania  Naviera  S.A.;  Arietta. 

13678  _  United  Marine  Transports  Ltd.:  Gher- 

ania. 

13679.. ....  Northern  Queen  Co.  S. A.;  Vanfe. 

13680 _  Javeli  Corp.;  Doric  JavelitL 

13681 '. .  Merit  Shipping  Inc.:  Unique  Challenge. 

13683 _  Pirbright  Compania  Naviera  S.A.:  Par¬ 

thenon. 

13690 .. ....  Masso  Hermanns  S.A.;  Masso  34. 

13691 .  Changi  Star  Shipping  Co.  (PTE)  Ltd.: 

Changi  Star. 

13693 _  Murray  Shipping  Ltd.;  Murrary. 

13694.. ....  Mr  J.  Dammers:  Laura  Christina. 

13698.. ....  Interocean  Car  Carriers  S.A.:  Nissan 

Silvia. 

13699 _  Makurazakl-Shi  Gyogyo  Kyodo  Kumlai: 

Kyoyo  Maru  No.  12. 

13700.. ....  Caribbean  Bulk  Carriers,  Ltd.:  La  ' 

Minera. 

13701 .. ....  Rederl- InteressenUkabet  Kiltrader:  Kil- 

trader. 

13702 .. ....  Sandra  Shipping  Corp.;  Palraikos. 

13703  _  Heron  Tankship  Ltd.:  Carolyn  Jane,  Lis 

of  Galway,  Penelope  of  York. 

13704  _  Concord  Carriers  Ltd.:  John  C. 

13705  _  Salvador  Correa  Maeirama:  Ciudad  De 

Cristat 

13714 _  Neuva  Fortuna  Corp.;  Nea  Ti/ht 

13716 _  Arbyx  Pearl  Shipping  S.A.:  Kriti  Peart 

By  the  Commission. 

Francis  C.  Hurney, 

Secretary. 

[FR  Doc.  78-7129  Filed  3-16-78;  8:45  am] 


[6730-01] 

CERTIFICATES  OF  FINANCIAL  RESPONSIBILITY 
(OIL  POLLUTION) 

Ccrtificatas  Issued 

Notice  is  hereby  given  that  the  fol¬ 
lowing  vessel  owners  and/or  operators 
have  established  evidence  of  financial 
responsibility,  with  respect  to  the  ves¬ 
sels  indicated,  as  required  by  Section 
311(p)(l)  of  the  Federal  Water  Pollu¬ 
tion  Control  Act,  and  have  been  issued 
Federal  Maritime  Commission  Certi.fi- 
cates  of  Financial  Responsibility  (Oil 
Pollution)  pursuant  to  Part  542  of 
Title  46  CFR. 

Certificate 

No.  Owner/Operator  and  Vessels 

01015 _ _  A/S  Rederlet  Odfjell:  Bow  Sea. 

01068 _  The  Bowring  Steamship  Co.  Ltd.:  2>tn- 

culo. 

01326 .  Sabine  Towing  8c  Transportation  Co., 

Inc.:  STCO  226,  STCO  227. 

01330. _  Shell  Tankers  (U.K.)  Limited:  Etrema. 

01610. _  CP  Industries.  Inc.:  CP  204.  CP  208. 

01641 _  The  Bank  Line  Ltd.:  Laganbank 

01866 _  Industria  Armamento  Spa:  Auclorifas. 

01905 _  The  Ben  Line  Steamers  Ltd.:  Benmhor 

Bennevis. 

02146......  Pittston  Marine  Transport  Corp.:  New 

London. 

02194 ......  Compagnie  Generale  Maritime:  Caraibe. 

02234 _  Gulf  Mississippi  Marine  Corp.:  Gulf 

Giant  380. 

02246 .  Blue  Star  Line  Ltd.;  Wellington  Star, 

Starman  America,  Queensland  Star. 
02363......  Rederlet  Otto  Danielsen:  Gudrun  Dan- 

ielsen. 


Certificate 

No.  Owner/Operator  and  Vessels 

02417  —  Norfolk,  Baltimore  Se  Carolina  Line,  Inc.; 

Container  Transport  No.  4;  Container 
Transport  No.  5. 

02458......  The  China  Navigation  Co.,  Ltd.:  Erisori, 

Eriskay. 

02603 —  Elmpresa  Hondurena  De  Vapores,  S.A.: 
Calamares. 

03256......  Riverway  Co.:  AC-1,  Evey  T,  Harriet  Ann, 

Henry  B,  SUve  T,  RW-912,  RW-91S. 
RW-903,  RW-904,  RW-905,  RW-906. 
RW-9G7.  RW-908,  RW-909,  RW-911. 
RW-910.  RW-914,  Superior.  CAGC  2. 
Laura  Let. 

03289 —  Det  Forenede  Dampskibs-Selskab  A/S; 
Suffolk 

03453 —  Kyosei  Klsen  Kabushiki  Kaisha:  Seijun 
Maru. 

03466 ......  Nanboku  Sangyo  K.K.;  Amagi  Maru. 

03468 —  Nihokai  Klsen  Kabushiki  Kaisha:  NiU 
Maru. 

03480  —  Osaka  Senpaku  K.K.;  Honmoku  Maru. 

03530  —  Yashlma  Kalum  K.K.;  Komeshima  Maru. 

03751  —  Castle  Sc  Cooke,  Inc.:  San  Antonio  V. 

04050 ......  A/S  Uglands  Rederl:  Susan. 

04163  — ..  Cenac  Towing  Co.,  Inc.:  HBC-701. 

04212......  Nilo  Barge  Line,  Inc.:  NL-12. 

04228 —  Compagnie  Maritime  Beige  (Lloyd 
Royal)  S.A.;  Mineral  Hoboken. 

04404  —  Lars  Rej  Johansen:  Roselina. 

04420 —  Navigazione  Alta  Italia  S.P.A.;  Nai 
Genova. 

04564. — .  Yamashlta-Shlnnlhon  Kisen  Kaisha:  Ki- 
mishige  Maru. 

04625 —  American  Commercial  Lines,  Inc.:  Chem 
110  Chem  111  Chem  112  Chem  113 
Chem  114  Chem  115  Chem  116  CTiem 
117  Chem  118  Chem  119. 

04769 _  Texaco  Norway  A/S:  Texaco  Stockholm. 

05047......  PPG  Industries  Inc.:  A-7601  A-7602  A- 

7603  A- 7604. 

05098 _  Esso  Tankers  Inc.:  Esso  Pacific. 

05470 —  Charter  Transport  Line.  Inc.:  WITTRAN- 
SPORTI,  WITSUPPLY  ll. 

05520 _  Union  Carbide  Corp.;  VSL-147.  USD- 150. 

05578 ......  Baltic  Shipping  Co.:  Mekhanik  Evgrafov. 

05749 _  Delta  Fishing  Co.;  Priscilla  M. 

05770  .„...  C  A  Venezolana  de  Navegacion:  Cara- 
bobo.  Falcon,  Guarico,  Lara,  TrujUlo, 
Zulia. 

06117 _  Helmut  Bastian  Reederi:  Kormoran. 

06179 _  Equlmar  Marltima  S.A.:  Seatrain  Sarato¬ 

ga. 

06248......  Commercial  Corporation  Sovrybflot: 

Stremitelniy,  Datydov,  Scryplev, 
Narvat  Never,  M.  Chyurlenis,  Nida,  Y. 
Greifenbergeris,  Torzhok,  Y.  Aleksonis. 

06452......  Compania  Maritima  de  Transportes  In- 

temacionales  S.A.;  Anubis. 

06675 ......  Cobrecaf:  Pecheur  Breton. 

06877 _  Soclete  Francaise  de  Transports  Marl- 

times;  Dauphin  de  Cherbourg. 

06925......  Bibby  Bulk  Carriers  Ltd,  Cambridge¬ 
shire. 

06965 ......  Scandinavian  Motorships  AB:  Taube. 

06995 .  Novorossiisk  Shipping  Co,'  Marshal 

Zhukov. 

07523 Harbert  Construction  Corp.;  Marie 

Thompson. 

07366......  Compare  Maritime  des  Chargeurs 

Reunis:  Seatrain  Bunker  Hill. 

07743 _  Yangming  Marine  Transport  Corp.;  Ming 

Hope. 

08175 _  Gunther  Schulz  Schulauer  Schiffahrts- 

kontor:  Stockholm.  , 

08530 _  Prompt  Shipping  Corp.,  Ltd.:  Savu 

Career. 

08627  ,,...  Terminales  Maracaibo,  C.A.;  Cardon. 

08809 .  Roro  Dania  Palm  Schiffahrtsges,  MBH 

Sc  Co.,  K.G.:  Roro  Dania. 

08811 _  Roro  Anglia  Palm  Schiffahrtsges.  MBH 

Sc  Co.  KG;  Roro  Anglia. 

09031 ......  Union  Mechling  Corp.,  957,  958,  959,  960, 

961,962,  963,  964. 

09057 _  Ryan  Walsh  Stevedoring  Co.  Inc.:  Agnes 

B. 

09058 _  Roro  Clmbria  Palm 

SchiffahrtsgeseUschaft  MBH  Sc  Co. 
K.G.:  Roro  Cimbria. 

09465 _  River  Barges,  Inc.:  Joyce  O. 

09710.,..,  Continental  Mariner  Investment  Co„ 
Ltd.:  Bodena. 

09748 _  Spetses  Shipping  Corp.,;  Spetses  Island. 

10215 _  Fountain  Shipping  Co.  Ltd.  S.A.;  Lasinda 


FEDERAL  REGISTER,  VOL.  43,  NO.  53— FRIDAY,  MARCH  17,  1978 


11264 


CerWicaU 

No.  Owner/Operator  and  Vessels 

10322 _ Duk  Soo  Moolsan  Co.  Ltd.:  Sunny  No.  17, 

Sunny  No.  35. 

10538 Partenreederel  MS  Martha  Fisser: 
Martha  Fisser. 

10857 _ Quebec  Maritime  Inc.:  Stratheam. 

10771 _  Alexandria  Shipping  Sc  Navigation  Co.: 

£3  Amir  Fahd. 

10931 _ Hansung  Shipping  Co.,  Ltd.:  White 

Coral. 

11187 .. .»  Dome  Petroleum  Ltd.:  White  Coral. 

11187 _ Dome  Petroleum  Ltd.:  Canmar  Supplier 

VI.  Caiunar  Supplier  VII. 

11344  »»  Brusoo  Towboat  Co.:  ZB9,  ZB15. 

11411 _ Union  Maritime  Scandinave  (Unimar): 

Sijilmaasa. 

I1873»»  Columbia  Marine  Lines,  Inc.:  ZB  1007, 
AB  1003.  AB  1002. 

12105  Trmnsocean  Liners  (PTT)  Ltd.:  Dalmar. 

12241 _  United  Pacific  Maritime  Corp.,  Inc.; 

Bttya 

12269  P.  T.  Bogasari  Flour  Mills:  Boffosari  Duo. 

12478 _ Kabushiki  Kaisha  Maruyo  Oyogyobu: 

Daikichi  Maru  No.  58. 

12655 _ Arthur  H.  Sulzer  Associates.  Inc.;  Dot 

Svizer. 

12859 _ Osaka  Hinode  Shipping  Co.,  S.A.:  Sunny 

Hawk. 

12863 _ Oil  Transport  Co.  (Saudi  Arabia).  Ltd.: 

Al-Durtyah. 

12866 Dillingham  Jebsen  Shipping  Corp.: 

BrUknet. 

12960 _ Pallas  Shipping  Agency,  Ltd.;  Oresham, 

Lombard. 

12990 _  Oemini  Maritime  Corp.:  Gemini  Friend- 

thip. 

13016 _ Captain  Hans-Eiich  Ludtke:  SybiUe. 

13061 Tamasan  Tsubo  Suisan  Kabushiki 

Kaisha:  Sankichi  Maru  No.  23. 

13125 _  J.  P.  Knight  Ltd.;  Kuphar. 

13141 _ Seafort  Shipping  Corp.;  St  Nicolas. 

13159 »...  Connaught  Shipping  S.A.:  Grace  Ad¬ 
elaide. 

13181 _ Compania  de  Transportes  Marltimos  San 

Constantino  S.A.  (Panama):  Stella. 

13215  _  Rathmore  Bay  Shipping  Co.  Ltd.;  Al 

Ahad. 

13216  _ _  Star  lines  (Liberia)  Corp.;  Western 

River. 

13217  _  Seaside  line  S.A.;  Masashima  Maru. 

13218 .«»  Tahiti  Marine  Co.  Ltd.;  Evgenia 

13219  _ Trader  Maritime  E3iterprises  Corp.;  Area- 

dia. 

13220  _ Maritima  Kretan  Olory  SA.;  Kretan 

Glory. 

13221 »»  Endeavour  Bay  Shipping  Co.  Ltd.;  Laky. 

13222  _  Gazelle  Maritime  Inc.:  Scopt 

13223  _ Delina  Maritime  Iitc.;  Lefthero. 

13224 .. ....  Tesoro  S.A.:  Cherish. 

13225 _ Justo  Ojeda  Perez:  Costa  de  Terranova. 

13227 _ Universal  Bulk  Carriers  Ltd.;  Draken- 

stein,  Hexrivier,  Langkloof,  Letaba, 
Tsaneen,  Zebediela. 

13230  _ Migcts  Shipping  Co.  Inc.;  M.G.  Tsan- 

garis. 

13231  _ Cebaco  Compania  Naviera  S.A.;  P.S. 

Polios. 

13234 _ Bahama  Adventurer  Shipping  Ltd.; 

Bahama  Adventure. 

13236 .. ».  Stylis  Shipping  Corp.;  Stylis. 

13237  _ _  Rathlin  Bay  Shipping  Co.,  Ltd.;  San  Ni¬ 

kitas. 

13238  _ _  Lefkas  Shipping  Corp.:  Lefkas. 

13240  Victory  Transocean  Shipping  S.A.;  77ia- 
lassini  Doxa. 

13241 .. ».  Naomiya  Oyogyo  Kabushiki  Kaisha: 

Shotoku  Maru  No.  JS,  Shotoku  Maru 
No.  21. 

13243 .. ».  Rautaniukki  Oy:  Rautaruukkt 

13244  _  Clipperton  Inc.:  Clipperton. 

13245  _  Antco  Shipping  Co.,  Ltd.:  tntercontinent 

13247  _  Partrederlet  Helge  Folmer:  Helge  Folmer. 

13248  _  Kepbays  Shipping  (PTE)  Ltd.:  Karamu 

Forest 

13249  _  Keppel  Shipyard  LUL;  Kamahi 

13250 .»..  Xerefon  Shipping  Co.,  S.A.;  Good  Skip¬ 
per. 

13255 _ Em.  Z.  Svitzers  Salvage  Co.,  Ltd.:  NS  12, 

Svitzer  Jart,  Svitzer. 

13257  _ Sovereign  Oil  Transports  Ltd.:  Penteli- 

kon. 

13258  Mediterranean  International  Navigation 

Corp.;  Cavalier  Bulker. 

13259  Barbarela  Shipping  Co.  Ltd.;  Faethon. 


NOTICES 

Certificate 

No.  Owner /Operator  and  Vessels 

13260 .. ».  Helandros  Shipping  Co.  Ltd.:  Brianna. 

13261 _  Karyatis  Shipping  Co.  S-A.:  Karyatis. 

13303 _ _  Naviera  Ultramar  C.A.:  El  Manglillo. 

13314  _..  Marubeni  Maritime  Management  Inc.; 

Pacific  Leader.  Pacific  Reefer. 

13383 _ Omni  Shipping  S.A.;  Nordwoge. 

13385 _ Sea  Mitre  Navigation  Enterprises  Corp.; 

Dona  Sordtia. 

13405 .. ....  Marprise.  Ltd.:  Hopeclipper. 

13411 .. ....  Ekati  Shipping  Co.,  S.A.:  Qrotedyk. 

13415 _  Ben  Hur  Shipping  Co.,  Ltd.:  Nela. 

13431 _  MonteziUon  Navigation  Corp.;  Jacques. 

13534  Ittimar  S.N.C.  Di  Cavalleri  Eros  Sc  C:  Sa- 

qOUl 

13451 _  Fighter  Shipping  Co.  Ltd.:  Atlantic  Hero. 

13454.. ....  Bonita  Ocean  Steamship  Co.  Ltd.: 

Bonita. 

13455 _  Radiant  Bella  Inc.:  Ocean  Freezer. 

13457 _ Radiant  Reatis  Inc.:  Victor. 

13465 _  AB  Skarhamns  OUetranaport;  Susanne 

13552 _  Manlnanav  Shipping  Co.  S.A.:  Manina 

HI. 

13553..  _ Slngha  Shipping  Private  Ltd.:  Neptune 

Iris. 

13544 _ Team  Ship  Inc.;  Norvegia  Team,  Anglia 

Team,  Suecia  Team,  Sevonia  Team, 
London  Team,  Scandia  Team. 

By  the  Commission. 

Francis  C.  Hurney, 

Secretary. 

[FR  E>oc.  78-7128  FUed  3-18-78;  8:45  am] 


[6210-01] 

FEDERAL  RESERVE  SYSTEM 
FEDERAL  OPEN  MARKET  COMMITTEE 
Longer  Run  Ranges  for  Monotory  Aggrogolos 

On  February  28,  1978,  the  Federal 
Open  Market  Committee  adopted  the 
following  ranges  for  rates  of  growth  in 
monetary  aggregates  for  the  period 
from  the  fourth  quarter  of  1977  to  the 
fourth  quarter  of  1978:  M-1,  4  to  6V^ 
percent;  M-2,  6V4  to  9  percent;  and  M- 
3,  7  to  10  percent. 

By  order  of  the  Federal  Open 
Market  Committee,  March  9, 1978. 

Arthur  L.  Broida, 

Secretary. 

[FR  Doc.  78-7135  Filed  3-16-78;  8:45  am] 


[4110-88]  ^ 

DEPARTMENT  OF  HEALTH, 
EDUCATION,  AND  WELFARE 

Alcohol,  Drug  Abuso,  end  Monlol  Hoolth 
Administration 

EMPLOYEES  OF  THE  DEPARTMENT  OF  SOOO- 
MEDICAL  SCIENCES  AND  COMMUNITY 
MEDICINE,  BOSTON  UNIVERSITY  SCHOOL 
OF  MEDIONE 

Rosoorch  on  the  Use  and  Effect  of  Alcohol; 
Authorization  of  Confidentiality 

Under  the  authority  vested  in  the 
Secretary  of  Health,  Education,  and 
Welfare  by  section  303(a)  of  the  Public 
Health  Service  Act  (42  U.S.C.  242a(a)) 
all  persons  who— 

1.  Are  employed  by  the  Department 
of  Socio-Medical  Sciences  and  Commu¬ 
nity  Medicine,  Boston  University 
School  of  Medicine,  and 


2.  Have,  in  the  course  of  such  em¬ 
ployment,  access  to  information  which 
would  identify  individuals  who  are 
subjects  of  the  research  on  the  use 
and  effect  of  alcohol  which  is  assisted 
by  the  Department  of  Health,  Educa¬ 
tion,  and  Welfare  grant  numbered 
ROl  AA  02133,  titled  “Life  Problems 
and  Alcohol  Use  in  an  Urban  Popula¬ 
tion"; 

are  hereby  authorized  to  protect  the 
privacy  of  the  individuals  who  are  the 
subjects  of  that  research  by  withhold¬ 
ing  their  names  and  other  identifying 
characteristics  from  all  persons  not 
connected  with  the  conduct  of  that  re¬ 
search. 

As  provided  in  section  303(a)  of  the 
Public  Health  Service  Act  (42  U.S.C. 
242a(a)): 

“Persons  so  authorized  to  protect  the  pri¬ 
vacy  of  such  individuals  may  not  be  com¬ 
pelled  in  any  Federal,  State,  or  local,  civil, 
criminal,  administrative,  legislative,  or  other 
pioceedings  to  identify  such  individuals." 

This  authorization  does  not  authorize  em¬ 
ployees  of  the  Department  of  Socio-Medical 
Sciences  and  Community  Medicine,  Boston 
University  School  of  Medicine,  to  refuse  to 
reveal  to  qualified  personnel  of  the  Depart¬ 
ment  of  Health,  Education,  and  Welfare,  for 
the  purpose  of  management  or  financal 
audits  or  program  evaluation,  the  names  or 
other  identifying  characteristics  of  individ¬ 
uals  who  are  the  subjects  of  the  research 
conducted  pursuant  to  Department  of 
Health,  Education,  and  Welfare  grant  num¬ 
bered  ROl  AA  02133.  Such  personnel  wiU 
hold  any  identifying  information  so  ob¬ 
tained  strictly  confidential  in  accordance 
with  45  CFR  5.71. 

This  authorization  is  applicable  to 
all  information  obtained  pursuant  to 
Department  of  Health,  Education,  and 
Welfare  grant  numbered  ROl  AA 
02133  which  would  identify  the  indi¬ 
viduals  who  are  the  subjects  of  the  re¬ 
search  conducted  under  that  grant. 

Dated:  February  21, 1978. 

Irving  Wolf, 

Acting  Deputy  Director,  Nation¬ 
al  Institute  on  Alcohol,  Drug 
Abuse,  and  Alcoholism. 

Dated:  February  21, 1978. 

Robert  L.  DuPont, 
Director,  National  Institute 
on  Drug  Abuse. 

Dated:  February  23,  1978. 

David  F.  Kefauver, 
Acting  Deputy  Administrator, 
Alcohol,  Drug  Abuse,  and 
Mental  Health  Administration. 

(FR  Doc.  78-6774  Filed  3-16-78;  8:45  am] 


[4110-88] 

RESEARCH  TRIANGLE  INSTITUTE 

Rosoorch  on  tho  Uto  ond  Effect  of  Alcohol  and 
Drugs;  Authorization  of  Confidontiality 

Under  the  authority  vested  in  the 
Secretary  of  Health,  Education,  and 
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Welfare  by  section  303(a)  of  the  Public 
Health  Service  Act  (42  U^.C.  242a(a)). 
all  persons  who: 

1.  Are  employed  by  the  Research 
Triangle  Institute,  Research  Triangle 
Park.  N.C.:  and 

2.  Have,  in  the  course  of  their  em¬ 
ployment,  access  to  information  which 
would  identify  individuals  who  are  the 
subjects  of  the  research  on  the  use 
and  effect  of  alcohol  and  drugs  which 
is  assisted  by  the  Department  of 
Health.  Education,  and  Welfare  under 
contract  numbered  ADM  281-76-0019, 
entitled  “Follow-Up  of  the  1974  Na¬ 
tional  Survey  of  Jiuiior  and  Senior 
High  School  Students”; 

are  hereby  authorized  to  protect  the 
privacy  of  the  individuals  who  are  the 
subjects  of  that  research  by  withhold¬ 
ing  their  names  and  other  identifying 
characteristics  from  all  persons  not 
connected  with  the  conduct  of  that  re¬ 
search. 

As  provided  in  section  303(a)  of  the 
Public  Health  Service  Act  (42  U.S.C. 
242a(a)): 

“Persons  so  authorized  to  protect  the  pri¬ 
vacy  of  such  individuals  may  not  be  com¬ 
pelled  in  any  Federal,  State,  or  local  civil, 
criminal,  administrative,  legislative,  or  other 
proceedings  to  identify  such  individuals.” 

This  authorization  does  not  autho¬ 
rize  employees  of  the  Research  Trian¬ 
gle  Institute  to  refuse  to  reveal  to 
qualified  personnel  of  the  Department 
of  Health.  Education,  and  Welfare,  for 
the  purpose  of  management  or  finan¬ 
cial  audits  or  program  evaluation,  the 
names  or  other  identifying  character¬ 
istics  of  individuals  who  are  the  sub¬ 
jects  of  the  research  conducted  pursu¬ 
ant  to  Department  of  Health.  Educa¬ 
tion.  and  Welfare  contract  numbered 
ADM  281-76-0019.  Such  personnel  will 
hold  any  identifying  information  so 
obtained  strictly  confidential  in  accor¬ 
dance  with  45  CFR  5.71. 

This  authorization  is  applicable  to 
all  information  obtained  pursuant  to 
Department  of  Health,  Education,  and 
Welfare  contract  numbered  ADM  281- 
76-0019  which  would  identify  the  indi¬ 
viduals  who  are  the  subjects  of  the  re¬ 
search  conducted  under  that  contract. 

Dated:  February  14, 1978. 

Irving  Wolf, 

Acting  Deputy  Director,  Nation¬ 
al  Institute  on  Alcohol  Abuse 
and  Alcoholism. 

Dated:  February  22.  1978. 

Robert  L.  DuPont, 

Director, 

National  Institute  on  Drug  Abuse. 

Dated:  February  23, 1978. 

David  F.  Kefauver, 
Acting  Deputy  Administrator, 
Alcohol,  Drug  Abuse,  and 
Mental  Health  Administration. 

(PR  Doc.  18-6113  Piled  3-16-78:  8:45  am] 


[4110-86] 

C«nt«r  for  OissoM  Control 

CENTER  FOR  DISEASE  CONTROL  PROGRAMS 
AND  POUGES  ADVISORY  COMMITTEE  (AD 
HOC) 

Notice  of  Mooting 

In  accordance  with  section  10(a)(2) 
of  the  Federal  Advisory  Committee 
Act  (Pub.  L.  92-463),  the  Center  for 
Disease  Control  announces  the  follow¬ 
ing  Committee  meeting: 

(Center  for  Disease  Control  (CDC)  Pro- 
■  GRAMS  AND  POLICIES  ADVISORY  COMMITTEE 

(Ad  Hoc) 

Dates:  April  11-13,  1978. 

Place:  Room  207,  Building  1,  Center  for  Dis¬ 
ease  Control  1600  Clifton  Road  NE.,  At¬ 
lanta,  Oa.  30333. 

Time:  9  a.m. 

Type  of  meeting:  Open. 

Contact  person:  Ms.  Patsy  Whitesell,  Execu¬ 
tive  Secretary  of  Committee  Bureau  of 
Training,  Center  for  Disease  Control  1600 
Clifton  Road  NE.,  AtlanU,  Ga.  30333, 
phone  AC/404-633-3311,  extension  6502, 
FTS  236-7502. 

Purpose:  The  CDC  Programs  and  Policies 
Advisory  Committee  (Ad  Hoc)  will  make 
recommendations  to  the  Secretary,  the 
Assistant  Secretary  for  Health,  and  the 
Director.  Center  for  Disease  Control  per¬ 
taining  to  future  direction,  programs,  and 
policies  for  CDC. 

Agenda:  The  Committee  will  review  solicited 
suggestions  on  the  future  direction  of 
CDC  from  professionals  in  the  fields  of 
public  health  and  preventive  medicine, 
and  will  develop  recommendations  on 
strategies  of  intervention  for  priority 
public  health  problems  in  the  U.S. 

Agenda  items  are  subject  to  change 
as  priorities  dictate. 

The  meeting  is  open  to  the  public 
for  observation  and  participation. 
Anyone  wishing  to  have  a  question  an¬ 
swered  during  the  meeting  by  a  sched¬ 
uled  speaker  should  submit  the  ques¬ 
tion  in  writing,  along  with  his  or  her 
name  and  affiliation,  through  the  Ex¬ 
ecutive  Secretary  to  the  Chairperson. 
At  the  discretion  of  the  Chairperson 
and  as  time  permits,  appropriate  ques¬ 
tions  will  be  asked  of  the  speakers. 

A  roster  of  members  and  other  rel¬ 
evant  information  regarding  the  meet¬ 
ing  may  be  obtained  from  the  contact 
person  listed  above. 

Dated:  March  9, 1978. 

William  H.  Foege, 
Acting  Director, 
Center  for  Disease  Control. 
(PR  Doc.  78-6951  Piled  3-16-78:  8:45  am] 


[4110-86] 

SAFETY  AND  OCCUPATIONAL  HEALTH  STUDY 
SECTION 

Notice  of  Mooting 

In  accordance  with  section  10(a)(2) 
of  the  Federal  Advisory  Committee 


Act  (Pub.  L.  92-463),  the  Center  for 
Disease  Control  annoimces  the  follow¬ 
ing  National  Institute  for  Occupation¬ 
al  Safety  and  Health  Committee  meet¬ 
ing: 


Safety  and  Occupational  Health  Study 
Section 

Dates:  April  20-21, 1978. 

Place:  Conference  Room  C,  Parklawn  Build¬ 
ing,  5600  Fishers  Lane,  Rockville,  Md. 
20857. 

Time:  7  p.m. 

Type  of  meeting:  Closed. 

Contact  person:  Donald  F.  Flick,  Ph.D.,  Ex¬ 
ecutive  Secretary,  5600  Fishers  Lane, 
Parklawn  Building,  Room  8-63,  Rockville, 
Md.  20857,  phone:  301-443-4493. 

Purpose:  The  Committee  is  charged  with 
the  initial  review  of  research,  training, 
demonstration,  and  fellowship  grant  appli¬ 
cations  for  Federal  assistance  in  program 
areas  administered  by  the  National  Insti¬ 
tute  for  Occupational  Safety  and  Health, 
and  with  advising  the  Institute  staff  on 
training  and  research  needs. 

Agenda:  The  Study  Section  will  be  perform¬ 
ing  the  initial  review  of  training  grant  ap¬ 
plications  for  Federal  Assistance,  and  will 
not  be  open  to  the  public,  in  accordance 
with  the  provisions  set  forth  in  Section 
552b(c)(6).  Title  5.  U.S.  Code,  and  the  De¬ 
termination  of  the  Director,  Center  for 
Disease  Control,  pursuant  to  Pub.  L.  92- 
463. 


Dated:  March  9, 1978 

William  H.  Foege, 
Acting  Director, 
Center  for  Disease  Control 

(FR  Doc.  78-6952  Filed  3-16-78;  8:45  am] 


[4110-03] 


Food  and  Drug  Adminittrotion 


ADVISORY  COMMIUEE 


Mooting 

AGENCY:  Food  and  Drug  Administra¬ 
tion. 


ACrnON:  Notice. 

SUMMARY:  This  notice  announces  a 
forthcoming  meeting  of  a  public  advi¬ 
sory  committee  of  the  Food  and  Drug 
Administration  (FDA).  This  notice 
also  sets  forth  a  summary  of  the  pro¬ 
cedures  governing  committee  meetings 
and  methods  by  which  interested  per¬ 
sons  may  participate  in  open  public 
hearings  conducted  by  the  committees 
and  is  issued  under  section  10(a)  (1) 
and  (2)  of  the  Federal  Advisory  Com¬ 
mittee  Act  (Pub.  L.  92-463,  86  Stat. 
770-776  (5  U.S.C.  App.  D).  and  FDA 
regulations  (21  CFR  14)  relating  to  ad¬ 
visory  committees.  The  following  advi¬ 
sory  committee  meeting  is  announced: 
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Committee  name  Date,  time,  and  place  Type  of  meeting  and  contact  person 


Board  of  Tea  Experts _ _  Apr.  3  and  4. 10  ajn..  Open  public  hearing.  Apr.  3,  10  to  11  a.m.:  open 

room  700,  850  3d  Ave.,  committee  discussion  Apr.  3,  11  a.m.  to  adioum- 
BrooUsm,  N.Y..  ment,  Apr.  4.  10  a.m.  to  adjournment:  Robert  H. 

Dick,  850  3d  Ave..  Brooklyn.  N.Y.  11232.  212-965- 
5739. 


General  function  of  the  committee. 
Advises  on  establishment  of  uniform 
standards  of  purity,  quality,  and  fit¬ 
ness  for  consumption  of  all  teas  im¬ 
ported  into  the  United  States  pursu¬ 
ant  to  21  U.S.C.  42. 

Agenda— Open  public  hearing.  Any 
interested  persons  may  present  data, 
information,  or  views,  or  orally  or  in 
writing,  on  issues  pending  before  the 
board. 

Open  committee  discussiOTL  Discus¬ 
sion  and  selection  of  tea  standards. 

FDA  public  advisory  committee 
meetings  may  have  as  many  as  four 
separable  portions:  (1)  An  open  public 
hearing,  (2)  an  open  committee  discus¬ 
sion,  (3)  a  closed  presentation  of  data, 
and  (4)  a  closed  committee  delibera¬ 
tion.  Every  advisory  committee  meet¬ 
ing  shall  have  an  open  public  hearing 
portion.  Whether  or  not  it  also  in¬ 
cludes  any  of  the  other  three  portions 
will  depend  upon  the  specific  meeting 
involved.  There  are  no  closed  portions 
for  the  meetings  announced  in  this 
notice.  The  dates  and  times  reserved 
for  the  open  portions  of  each  commit¬ 
tee  meeting  are  listed  above. 

The  open  public  hearing  portion  of 
each  meeting  shall  be  at  least  1  hour 
long  unless  public  participation  does 
not  last  that  long.  It  is  emphasized, 
however,  that  the  1  hour  time  limit 
for  an  open  public  hearing  represents 
a  minimum  rather  than  a  maximum 
time  for  public  participation,  and  an 
open  public  hearing  may  last  for  what¬ 
ever  longer  period  the  committee 
chairman  determines  will  facilitate  the 
committee’s  work. 

Meetings  of  advisory  committees 
shall  be  conducted,  insofar  as  is  practi¬ 
cal.  in  accordance  with  the  agenda 
published  in  this  Federal  Register 
notice.  Changes  in  the  agenda  will  be 
announced  at  the  beginning  of  the 
open  portion  of  a  meeting. 

Any  interested  person  who  wishes  to 
be  assured  of  the  right  to  make  an 
oral  presentation  at  the  open  public 
hearing  portion  of  a  meeting  shall 
inform  the  contact  person  listed 
above,  either  orally  or  in  writing,  prior 
to  the  meeting.  Any  person  attending 
the  hearing  who  does  not  in  advance 
of  the  meeting  request  an  opportunity 
to  speak  will  be  allowed  to  make  an 
oral  presentation  at  the  hearing’s  con¬ 
clusion.  if  time  permits,  at  the  chair¬ 
man’s  discretion. 

Persons  interested  in  specific  agenda 
items  to  be  discussed  in  open  session 
may  ascertain  from  the  contact  person 
the  approximate  time  of  discussion. 


A  list  of  committee  members  and 
summary  minutes  of  meetings  may  be 
obtained  from  the  Public  Records  and 
Documents  Center  (HPC-18),  5600 
Fishers  Lane,  Rockville,  Md.  20857,  be¬ 
tween  the  hours  of  9  a.m.  and  4  p.m., 
Monday  through  Friday.  The  FDA 
regulations  relating  to  public  advisory 
committees  may  be  found  in  21  CFR 
Part  14. 

The  Commissioner  approves  the 
scheduling  of  meetings  at  locations 
outside  of  the  Washington,  DC,  area 
on  the  basis  of  the  criteria  of  21  CFR 
14.22  of  FDA’s  regulations  relating  to 
public  advisory  committees. 

Dated:  March  9,«1978. 

William  F.  Randolph, 
Acting  Associate  Commissioner 
for  Compliance. 

[FR  Doc.  78-6784  FUed  3-16-78;  8:45  am] 


[4110-03] 

puumonary-allergy  drugs  advisory 

COMMITTEE 

RmmwoI 

AGENCY:  Food  and  Drug  Administra¬ 
tion. 

ACTION:  Notice. 

SUMMARY:  Under  the  Federal  Advi¬ 
sory  Committee  Act  of  October  6, 1972 
(Pub.  L.  92-463,  86  Stat.  770-776  (5 
U.S.C.  App.  I)),  the  Food  and  Drug 
Administration  announces  the  renewal 
of  the  Pulmonary-Allergy  Drugs  Advi¬ 
sory  Committee  by  the  Secretary,  De¬ 
partment  of  Health.  Education,  and 
Welfare. 

DATE:  Authority  for  this  committee 
will  expire  on  May  30, 1978,  unless  the 
Secretary  formally  determines  that 
continuance  is  in  the  public  interest. 

FOR  FURTHER  INFORMA’HON 
CONTACT: 

Richard  L.  Schmidt.  Committee 
Management  Officer  (HFS-20),  Food 
and  Drug  Administration.  Depart¬ 
ment  of  Health.  Education,  and  Wel¬ 
fare,  5600  Fishers  Lane,  Rockville, 
Md.  20857,  301-443-2765. 

Dated:  March  9, 1978. 

William  F.  Randolph, 
Acting  Associate 
Commissioner  for  Compliance. 
[FR  Doc.  78-6783  FUed  3-16-78;  8:45  am] 


[4110-03] 

[Docket  No.  78G-0027] 

VITENCO,  INC 

Filing  of  Petitien  for  Affirmation  of  Grot  Status 

AGENCY:  Food  and  Drug  Administra¬ 
tion. 

ACTION:  Notice. 

SUMMARY:  Vitenco,  Inc.,  has  filed  a 
petition  (GRASP  7G0088)  proposing 
affirmation  that  the  use  of  a  lactase 
enzyme,  derived  from  Kluyveromyces 
iSaccharomyces)  lactis  and  entrapped 
inside  cellulose  triacetate  fibers,  is 
generally  recognized  as  safe  (GRAS) 
for  reducing  the  lactose  content  of 
milk. 

DATE:  Comments  by  May  16, 1978. 

ADDRESS:  Written  comments  to  the 
Hearing  Clerk  (HFC-20),  Food  and 
Drug  Administration.  Rm.  4-65,  5600 
Fishers  Lane.  Rockville,  Md.  20857. 

FOR  FUR’THER  INFORMATION 
CONTACT: 

Corbin  I.  Miles,  Bureau  of  Foods 
(HFF-335),  Food  and  Drug  Adminis¬ 
tration,  Department  of  Health.  Edu¬ 
cation.  and  Welfare.  200  C  Street 
SW.,  Washington.  D.C.  20204,  202- 
472-4750. 

SUPPLEMENTARY  INFORMATION: 
Under  the  Federal  Food,  Drug,  and 
Cosmetic  Act  (secs.  201(s),  409,  701(a), 
52  Stat.  1055,  72  Stat.  1784-1788  (21 
U.S.C.  321(s),  348,  371(a)))  and  the  reg¬ 
ulations  for  affirmation  of  GRAS 
status  under  S  170.35  (21  CFR  170.35), 
notice  is  given  that  a  petition  (GRASP 
7(30088)  has  been  filed  by  Vitenco, 
Inc.,  594  Marett  Rd..  Lexington,  Mass. 
02173,  and  placed  on  public  display  at 
the  office  of  the  Heulng  Clerk,  Food 
and  Drug  Administration,  proposing 
affirmation  that  the  use  of  a  lactase 
enzyme,  derived  from  Kluyveromyces 
(Saccharomyces)  lactis  and  entrapped 
inside  cellulose  triacetate  fibers,  is 
generally  recognized  as  safe  for  reduc¬ 
ing  the  lactose  content  of  milk. 

Any  petition  which  meets  the 
format  requirements  outlined  in 
§  170.35  is  filed  by  the  Food  and  Drug 
Administration.  There  is  no  prefUing 
review  of  the  adequacy  of  data  to  sup¬ 
port  a  GRAS  conclusion.  Thus  the 
filing  of  a  petition  for  GRAS  affirma¬ 
tion  should  not  be  interpreted  as  a. 
preliminary  indication  of  suitability 
for  affirmation. 

Interested  persons  may,  on  or  before 
May  16,  1978,  review  the  petition  and/ 
or  file  comments  (four  copies)  with 
the  Hearing  CHerk  (HFC-20),  Food  and 
Drug  Administration,  Rm.  4-65,  5600 
Fishers  Lane,  Rockville.  Md.  20857. 
Comments  should  include  any  avail¬ 
able  information  that  would  be  help¬ 
ful  in  determining  whether  the  sub¬ 
stance  is,  or  is  not,  generally  recog¬ 
nized  as  safe.  A  copy  of  the  petition 
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and  received  comments  may  be  seen  in 
the  office  of  the  Hearing  Clerk,  ad¬ 
dress  given  above,  between  9  a.m.  and 
4  p.m..  Monday  through  Friday. 

Dated:  March  8,  1978. 

Howard  R.  Roberts. 

Acting  Director  of  Bureau  of  Foods. 

[FR  Doc.  78-6785  PUed  3-16-78;  8:45  am] 


[4110-03] 

CARMOVASCUtAI  DEVKI  CLASSIFICATION 
FANEL 

MmHiir 

AGENCY:  Food  and  Drug  Administra¬ 
tion. 


General  function  of  the  committee. 
Reviews  and  evaluates  available  data 
concerning  the  safety  and  effective¬ 
ness  of  devices  currently  in  use  and 
makes  recommendations  for  their  reg¬ 
ulation. 

Agenda^Open  public  hearing.  Inter¬ 
ested  parties  are  encouraged  to  pre¬ 
sent  information  pertinent  to  this 
panel’s  tentative  classification  findings 
to  the  executive  secretary.  Those  de¬ 
siring  to  make  formal  presentations 
should  notify  the  executive  secretary 
by  March  24.  1978  and  submit  a  brief 
statement  of  the  general  nature  of  the 
evidence  or  arguments  they  wish  to 
present,  the  names  and  addresses  of 
proposed  participants,  references  to 
any  data  to  be  relied  on.  and  an  indica¬ 
tion  of  the  approximate  time  required 
to  make  their  comments. 

Open  committee  discussion.  During 
this  portion  of  the  meeting,  panel 
members  will  review  their  classifica¬ 
tion  recommendation  for  defibrilla¬ 
tors,  discuss  labeling  for  defibrillators 
with  a  stored  energy  greater  than  400 
joules,  review  clinical  data  (if  avail¬ 
able)  from  testing  of  teflon-coated 
guide  wires,  and  review  guidelines  for 
the  clinical  testing  of  pacemakers  and 
oxygenators  as  requir^  in  support  of 
premarket  notification  submissions  (21 
U.S.C.  360(k)). 

Closed  committee  deliberations.  The 
panel  members  will  discuss  suggestions 
from  the  sponsor  of  the  Hunter-Ses¬ 
sions  Vena  C^va  Balloon  Occluder  for 
revising  the  indications  and  caution 
statements. 

The  panel  will  also  discuss  transi¬ 
tional  New  Drug  Applications  (NDA’s) 


ACTION:  Notice. 

SUMMARY:  This  notice  announces  a 
forthcoming  meeting  of  a  public  advi¬ 
sory  committee  of  the  Food  and  Drug 
Administration  (FDA).  This  notice 
also  sets  forth  a  summary  of  the  pro¬ 
cedures  governing  committee  meetings 
and  methods  by  which  interested  per¬ 
sons  may  participate  in  open  public 
hearings  conducted  by  the  committees 
and  is  issued  under  section  10(a)  (1) 
and  (2)  of  the  Federal  Advisory  Com¬ 
mittee  Act  (Pub.  L.  92-463.  86  Stat. 
770-776  (5  U.S.C.  App.  D).  and  FDA 
regulations  (21  CFR  Part  14)  relating 
to  advisory  committees.  The  following 
advisory  committee  meeting  is  an¬ 
nounced: 


for  biological  arterial  grafts  and  sup¬ 
porting  Investigational  New  Drug  Ap¬ 
plications  (INDA’s)  for  these  products. 

This  portion  of  the  meeting  will  be 
closed  to  permit  discussion  of  trade 
secret  data  (5  U.S.C.  552b(c)(4)). 

Each  public  advisory  committee 
meeting  listed  above  may  have  as 
many  as  foiir  separable  portions:  (1) 
An  open  public  hearing.  (2)  an  open 
committee  discussion.  (3)  a  closed  pre¬ 
sentation  of  data,  and  (4)  a  closed 
committee  deliberation.  Every  adviso¬ 
ry  committee  meeting  shall  have  an 
open  public  hearing  portion.  Whether 
or  not  it  also  includes  any  of  the  other 
three  portions  will  depend  upon  the 
specific  meeting  involved.  The  dates 
and  times  reserved  for  the  separate 
portions  of  each  committee  meeting 
are  listed  above. 

The  open  public  hearing  portion  of 
each  meeting  shall  be  at  least  1  hour 
long  unless  public  participation  does 
not  last  that  long.  It  is  emphasized, 
however,  that  the  1  hour  time  limit 
for  an  open  public  hearing  represents 
a  minimum  rather  than  a  maximum 
time  for  public  participation,  and  an 
open  public  hearing  may  last  for  what¬ 
ever  longer  period  the  committee 
chairman  determines  will  facilitate  the 
committee’s  work. 

Meetings  of  advisory  committees 
shall  be  conducted,  insofar  as  is  practi¬ 
cal,  in  accordance  with  the  agenda 
published  in  this  Federal  Register 
notice.  Changes  in  the  agenda  will  be 
announced  at  the  beginning  of  the 
open  portion  of  a  meeting. 

Any  interested  person  who  wishes  to 
be  assured  of  the  right  to  make  an 
oral  presentation  at  the  open  public 
hearing  portion  of  a  meeting  shall 


inform  the  contact  person  listed 
above,  either  orally  or  in  writing,  prior 
to  the  meeting.  Any  person  attending 
the  hearing  who  does  not  in  advance 
of  the  meeting  request  an  opportimity 
to  speak  will  be  allowed  to  make  an 
oral  presentation  at  the  hearing’s  con¬ 
clusion,  if  time  permits,  at  the  chair¬ 
man’s  discretion. 

Persons  interested  in  specific  agenda 
items  to  be  discussed  in  open  session 
may  ascertain  from  the  contact  person 
the  approximate  time  of  discussion. 

A  list  of  committee  members  and 
summary  minutes  of  meetings  may  be 
obtained  from  the  Public  Records  and 
Documents  Center  (HFC-18).  5600 
Fishers  Lane.  Rockville.  Md.  20857,  be¬ 
tween  the  hours  of  9  a.m.  and  4  p.m., 
Monday  through  Friday.  The  FDA 
regulations  relating  to  public  advisory 
committees  may  be  foiuid  in  21  CFR 
Part  14. 

The  Commissioner,  with  the  concur¬ 
rence  of  the  Chief  Counsel,  has  deter¬ 
mined  for  the  reasons  stated  that 
those  portions  of  the  advisory  commit¬ 
tee  meetings  so  designated  in  this 
notice  shall  be  closed.  The  Federal  Ad¬ 
visory  Committee  Act  (FACA),  as 
amended  by  the  Government  in  the 
Sunshine  Act  (Pub.  L.  94-409),  permit 
such  closed  advisory  committee  meet¬ 
ings  in  certain  circumstances.  Those 
portions  of  a  meeting  designated  as 
closed,  however,  shall  be  closed  for  the 
shortest  possible  time,  consistent  with 
the  intent  of  the  cited  statutes. 

The  FACA,  as  amended,  provides 
that  a  portion  of  a  meeting  may  be 
closed  where  the  matter  for  discussion 
involves  a  trade  secret;  commercial  or 
financial  information  that  is  privileged 
or  confidential;  information  of  a  per¬ 
sonal  nature,  disclosure  of  which 
would  be  a  clearly  imwarranted  inva¬ 
sion  of  personal  privacy;  investigatory 
files  compiled  for  law  enforcement 
purposes;  information  the  premature 
disclosure  of  which  would  be  likely  to 
significantly  frustrate  implementation 
of  a  proposed  agency  action;  and  infor¬ 
mation  in  certain  other  instances  not 
generally  relevant  to  FDA  matters. 

Examples  of  portions  of  FDA  adviso¬ 
ry  committee  meetings  that  ordinarily 
may  be  closed,  where  necessary  and  in 
accordance  with  FACA  criteria,  in¬ 
clude  the  review,  discussion,  and  evalu¬ 
ation  of  drafts  of  regulations  or  guide¬ 
lines  or  similar  preexisting  internal 
agency  documents,  but  only  if  their 
premature  disclosure  is  likely  to  sig¬ 
nificantly  filtrate  implementation  of 
proposed  agency  action;  review  of 
trade  secrets  and  confidential  commer¬ 
cial  or  financial  information  submitted 
to  the  agency;  consideration  of  mat¬ 
ters  involving  investigatory  files  com¬ 
piled  for  law  enforcement  purposes; 
and  review  of  matters,  such  as  person¬ 
nel  records  or  individual  patient  re- 


Ccmimittee  name 

Date,  time,  and  place 

Type  of  meeting  and  contact  person 

CanUovaacuUr  Device  Clas- 
sificaUon  Panel. 

Apr.  7  .9  ajn..  room 

1409,  FB-8,  200  C  St. 
SW..  Waahlngton  D.C. 

Open  public  hearing  9  to  10  a.m.;  open  committee 
diacussion  10  a.m.  to  2  p.m.;  closed  committee  de¬ 
liberations  2  to  4  pjn.;  Olenn  A  Rahmoeller 
(HFK-450),  5787  Georgia  Ave.,  Silver  Spring.  Md. 
20910,  301-427-7560. 
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cords,  where  disclosure  would  consti¬ 
tute  a  clearly  unwarranted  invasion  of 
personal  privacy. 

Examples  of  portions  of  FDA  adviso¬ 
ry  committee  meetings  that  ordinarily 
shall  not  be  closed  include  the  review, 
discussion,  and  evaluation  of  general 
preclinical  and  clinical  test  protocols 
and  procedures  for  a  class  of  drugs  or 
devices;  consideration  of  labeling  re¬ 
quirements  for  a  class  of  marketed 
drugs  or  devices;  review  of  data  and  in¬ 
formation  on  specific  investigational 
or  marketed  drugs  and  devices  that 
have  previously  been  made  public;  pre¬ 
sentation  of  any  other  data  or  infor¬ 
mation  that  is  not  exempt  from  public 
disclosure  pursuant  to  the  FACA.  as 
amended;  and,  notably,  deliberative 
sessions  to  formulate  advice  and  rec¬ 
ommendations  to  the  agency  on  mat¬ 
ters  that  do  not  independently  justify 
closing. 

Dated;  March  10, 1978. 

Donald  Kennedy, 
Commissioner  of  Food  and  Drugs. 

[PR  Doc.  78-7070  PUed  3-16-78;  8:45  am] 


[4110-03] 

[Docket  No.  78C-0041] 

KIRKER  OfEMICAL  CO. 

Filing  of  Color  Additivo  FotHion 

AGENCY:  Food  and  Drug  Administra¬ 
tion. 

ACTION:  Notice. 

SUMMARY:  Kirker  Chemical  Co.  has 
filed  a  petition  proposing  the  issuance 
of  a  regulation  for  the  safe  use  of 
silver  metal  as  a  color  additive  in  ex¬ 
ternally  applied  cosmetics. 

FOR  FURTHER  INFORMATION 
CONTACT: 

Gerad  L.  McCowin,  Bureau  of  Foods 
(HFF-'334),  Food  and  Drug  Adminis¬ 
tration,  Department  of  Health,  Edu¬ 
cation,  and  Welfare.  200  C  Street 
SW.,  Washington.  D.C.  20204,  202- 
472-5740. 

SUPPLEMENTARY  INFORMATION: 
In  accordance  with  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (sec.  706(d),  74 
Stat.  402-403  (21  U.S.C.  376(d)))  notice 
is  given  that  a  color  additive  petition 
(CAP  8C0137)  has  been  filed  by  Kirker 
Chemical  Co.,  1  East  11th  Street,  P.O. 
Box  365,  River  Street  Station,  Pater¬ 
son,  N.J.  07524,  proposing  the  issuance 
of  a  color  ad^tive  regulation  under 
Part  73  (21  CJFR  Part  73)  to  provide 
for  the  safe  use  and  exemption  from 
certification  of  crystalline  silver  metal 
to  be  used  as  a  color  additive  in  finger¬ 
nail  polish. 

The  environmental  impact  analysis 
report  and  other  relevant  material 
have  been  reviewed,  and  it  has  been 
determined  that  the  proposed  use  of 
the  additive  will  not  have  a  significant 


environmental  impact.  Copies  of  the 
environmental  impact  analysis  report 
may  be  seen  in  the  office  of  the  Hear¬ 
ing  Cleark  (HFC-20),  Food  and  Drug 
Administration,  Room  4-65,  5600  Fish¬ 
ers  Lane,  Rockville,  Md.  20857,  be¬ 
tween  the  hours  of  9  a.m.  and  4  p.m., 
Monday  through  Friday. 

Dated;  March  10,  1978. 

Howard  R.  Roberts, 
Acting  Director,  Bureau  of  Foods. 

[PR  Doc.  78-7071  Piled  3-16-78;  8:45  am] 


[4110-39] 

National  Institut#  of  Education 

PROGRAM  OF  RESEARCH  GRANTS  ON 
ORGANIZATIONAL  PROCESSES  IN  EDUCATION 

Closing  Dotos  for  Rocoipt  of  Application* 

The  National  Institute  of  Education 
(NIE)  hereby  gives  notice  that,  pursu¬ 
ant  to  the  authority  contained  in  sec¬ 
tion  405  of  the  General  Education  Pro¬ 
visions  Act,  as  amended  (20  U.S.C. 
1221e),  NIE  is  accepting  applications 
for  grants  under  the  Program  of  Re¬ 
search  Grants  on  Organizational  Pro¬ 
cesses  in  Education.  This  notice  is  a  re¬ 
minder  of  dates  already  announced  in 
FR  Doc.  77-32166,  published  on  No¬ 
vember  7,  1977,  at  42  FR  57992. 

A.  Types  of  awards.  The  program 
fimds  two '  types  of  grants.  Small 
grants  may  be  mlule  for  projects  of  up 
to  12  months’  duration  in  amounts  not 
be  exceed  $7,500  in  direct  costs. 
Grants  (other  than  small  grants)  may 
be  made  in  any  amoimt  for  projects  of 
up  to  3  years’  duration. 

B.  Application  procedures.  Applica¬ 
tion  for  a  grant  (other  than  a  small 
grant)  requires  a  preliminary  proposal, 
which  is  reviewed  by  NIE  staff,  schol¬ 
ars,  and  educators.  NIE  returns  to  the 
applicant  an  indication  of  the  relative 
standing  of  the  preliminary  proposal 
among  those  received  in  the  same 
cycle,  and  information  on  any  major 
strengths  or  weaknesses  found  in  the 
review.  An  applicant  may  submit  a  full 
proposal  for  a  grant  (other  than  a 
small  grant)  only  after  receiving  the 
review  of  the  preliminary  proposal. 

Application  for  a  small  grant  re¬ 
quires  only  a  full  proposal,  not  a  pre¬ 
liminary  proposal. 

In  order  to  conduct  its  reviews,  NIE 
requires  10  copies  of  each  proposal 
submitted  for  review. 

C.  Review  cycles.  NIE  will  consider 
applications  received  at  any  time  be¬ 
tween  the  date  of  this  notice  and  the 
end  of  the  current  fiscal  year,  Septem¬ 
ber  30,  1978.  (NIE  intends  to  continue 
this  program  in  future  fiscal  years,  de¬ 
pending  upon  availability  of  fimds  and 
other  factors.  Dates  for  review  cycles 
after  September  30,  1978,  will  be  pub¬ 
lished  at  a  later  time.) 

Applications  are  reviewed  in  batches 
at  4-month  intervals.  The  remaining 


closing  dates  in  this  fiscal  year  for 
small  grant  and  preliminary  applica¬ 
tions  are:  April  13,  1978;  August  15, 
1978. 

The  closing  dates  for  full  proposals 
from  applicants  who  have  previously 
received  NIE  comments  on  prelimi¬ 
nary  proposals  are;  April  27,  1978; 
August  15,  1978. 

D.  Program  information.  Interested 
persons  may  obtain  a  program  an¬ 
nouncement  from  the  Research  Staff, 
Group  on  School  Capacity  for  Prob¬ 
lem  Solving,  National  Institute  of  Edu¬ 
cation,  1200  19th  Street,  NW.  (Mail 
Stop  4),  Washington,  D.C.  20208  tele¬ 
phone  202-254-6090.  The  announce¬ 
ment  includes  copies  of  all  rules  gov¬ 
erning  the  program,  as  well  as  infor¬ 
mation  on  availability  of  funds,  ^ex¬ 
pected  number  of  awards,  eligibility 
and  review  criteria,  and  instructions 
on  how  to  apply.  Persons  interested  in 
applying  for  research  support  under 
this  program  are  strongly  urged  to 
obtain  the  program  announcement. 
Written  requests  for  the  program  an¬ 
nouncement  should  be  accompanied 
by  a  self-addressed  mailing  label. 

E.  Estimated  distribution  of  pro¬ 
gram  funds.  This  program  has  avail¬ 
able  approximately  $1.0  million  for 
initial  funding  of  new  awards  made  in 
response  to  applications  filed  by  fiscal 
year  1978  deadlines.  Initial  projections 
call  for  awarding  20-30  grants  in  fiscal 
year  1978.  About  15  of  these  will  be 
small  grants.  Approximately  $100,000 
of  the  $1.0  million  is  reserved  for  small 
grants. 

The  program  will  support  only  pro¬ 
jects  of  the  highest  quality,  whether 
or  not  the  program’s  resources  are  ex¬ 
hausted.  Further,  nothing  in  this  an¬ 
nouncement  commits  NIE  to  award 
any  specific  amount.  ’The  actual  total 
of  funds  awarded  may  change  because 
of  a  need  to  reserve  funds  for  continu¬ 
ation  of  projects  begun  in  earlier 
years,  for  contract  or  in-house  re¬ 
search,  or  because  of  budget  or  staff¬ 
ing  restrictions. 

F.  Applications  sent  by  mail  Appli¬ 
cants  should  address  proposals  to:  Na¬ 
tional  Institute  of  Education,  Proposal 
Clearinghouse,  Washington,  D.C. 
20208,  Attention:  Organizational  Re¬ 
search.  ’The  outside  of  the  package 
should  indicate  whether  it  contains  a 
preliminary,  small  grant,  or  full  pro¬ 
posal. 

G.  Hand-delivered  applications. 
Hand-delivered  applications  must  be 
brought  to  the  Proposals  Clearing¬ 
house,  Room  708,  1832  M  Street  NW., 
Washington,  D.C.  The  Clearinghouse 
will  accept  hand-delivered  applications 
daily  between  the  hours  of  9  a.m.  and 
4:30  p.m.,  Washington,  D.C.  time, 
except  Saturdays,  Sundays,  and  Feder¬ 
al  holidays. 

H.  Late  applications.  To  be  consid¬ 
ered  in  a  particular  review  cycle,  an 
application  must  reach  the  Clearing- 
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house  by  4:30  p.m.,  Washington,  .D.C. 
time  on  the  deadline  date.  The 
Clearinghouse  closes  promptly  on 
deadline  dates,  and  no  other  NIE 
office  accepts  application  packages. 
Applications  received  after  a  deadline 
will  not  be  entered  in  that  review 
cycle,  no  matter  when  postmarked,  so 
applicants  should  mail  proposals  early 
to  ensure  timely  delivery.  An  applica¬ 
tion  not  received  by  4:30  p.m.  on  a  par¬ 
ticular  deadline  date  will  be  held  for 
review  in  the  next  cycle,  or  retiirr.ed  if 
the  applicant  red^GSts. 

I.  Applicable  regulations.  The  regu¬ 
lations  applicable  to  this  program  in¬ 
clude  the  NIE  General  Provisions  Reg¬ 
ulations  (45  CFR  Part  1400)  published 
in  the  Federal  Register  on  November 
4,  1974,  at  39  FR  38992,  and  the  final 
regulations  for  the  Program  of  Re¬ 
search  Grants  on  Organizational  Pro¬ 
cesses  in  Education  published  in  the 
Federal  Register  on  November  22, 
1977.  at  42  FR  59847. 

(Catalog  of  Federal  Domestic  Assistance 
Number  13.950,  Educational  Research  and 
Development.) 

Dated:  March  13, 1978. 

Patricia  Albjerg  Graham, 
Director, 

National  Institute  of  Education. 

(FR  Doc.  78-7152  Filed  3-16-78;  8:45  am] 


[4110-08] 

MaHowl  IntHtutet  of  Health 
lEVKW  OF  CONTIACT  FROPOSALS 
Mootings 

Pursuant  to  Public  Law  92-463, 
notice  is  hereby  given  of  the  meetings 
of  committees  advisory  to  the  National 
Cancer  Institute. 

These  meetings  will  be  open  to  the 
public  to  discuss  administrative  details 
or  other  issues  relating  to  committee 
business  as  indicated  in  the  notice.  At¬ 
tendance  by  the  public  will  be  limited 
to  space  available. 

These  meetings  will  be  closed  to  the 
public  as  indicated  below  in  accor¬ 
dance  with  the  provisions  set  forth  in 
Sections  5521X0(4)  and  552b(c)(6). 
Title  5,  U.S.  Code  and  Section  10(d)  of 
Public  Law  92-463,  for  the  review,  dis¬ 
cussion  and  evaluation  of  individual 
contract  proposals,  as  indicated.  These 
proposals  and  the  discussions  could 
reveal  confidential  trade  secrets  or 
commercial  property  such  as  patent- 
able  material,  and  personal  informa¬ 
tion  concerning  individuals  associated 
with  the  proposals. 

Mrs.  Marjorie  F.  Early,  Committee 
Management  Officer,  NCI,  Building 
31.  Room  4B43,  National  Institutes  of 
Health,  Bethesda,  Md.  20014,  301-496- 
5708,  will  furnish  summaries  of  the 
meetings  and  rosters  of  committee 
members,  upon  request.  Other  infor¬ 
mation  pertaining  to  the  meeting  can 


be  obtained  from  the  Executive  Secre¬ 
tary  indicated.  Meetings  will  be  held 
at  the  National  Institutes  of  Health, 

9000  Rockville  Pike,  Bethesda,  Md. 

20014,  unless  otherwise  stated. 

Name  of  committee:  Carcinogenesis  Pro¬ 
gram  Scientific  Review  Committee. 

Dates:  April  3-4,  1978;  8:30  a.m. 

Place:  Building  31C,  Conference  Room  9, 
National  Institutes  of  Health. 

Times:  Open  April  3,  8:30  a.m.-9  a.m..  April 
4,  8:30  a.m.-9  a.m.  Closed  April  3,  9  a.m.-5 
p.m.,  April  4,  9  a.m.-adJoumment. 

Closure  reason:  To  review  research  contract 
proposals. 

Executive  secretary:  Dr.  Carl  E.  Smith, 
Landow  Building,  Room  8C37,  National 
Institutes  of  Health.  301-496-1071.  (Cata- 
lug  of  F^eral  Domestic  Assistance 
number  13.393,  National  Insiituies  ui 
Health.) 

Name  of  committee:  Developmental  Thera¬ 
peutics  Committee. 

Dates:  April  4, 1978;  9  a.m.-adjoumment. 

Place:  Blair  Building,  Room  110,  8300  Coles- 
vllle  Road.  Silver  Spring.  Md.  20910. 

Times:  Open  April  4,  9  a.m.-9:30  a.m.  (Hosed 
April  4,  9:30  a.m.-adjoumment. 

Closure  reason:  To  review  research  contract 
proposals. 

Executive  Secretary:  Dr.  J.  A.  R.  Mead. 
Blair  Building,  Room  5A03,  National  Insti¬ 
tutes  of  Health.  301-427-7263.  (Catalog  of 
Federal  Domestic  Assistance  number 
13.395,  National  Institutes  of  Health.) 

Name  of  committee:  Committee  on  Cytology 
Automation. 

Dates:  April  6-7, 1978,  8:30  a.m. 

Place:  Building  31C,  Conference  Room  8, 
National  Institutes  of  Health. 

Times:  Open  April  6,  8:30  a.m.-9:30  p.m. 
Closed  April  6,  9:30  a.m.-5  p.m..  April  7, 
8:30  a.m.-adJoumment. 

Closure  reason:  To  review  research  contract 
proposals. 

Executive  Secretary:  Dr.  Bill  Bunnag,  Build¬ 
ing  10.  Room  1A21.  National  Institutes  of 
Health.  301-496-5282.  (Catalog  of  F^eral 
Domestic  Assistance  Number  13.394,  Na¬ 
tional  Institutes  of  Health.) 

Name  of  committee:  Committee  on  Cancer 
Immunodiagnosis. 

Dates:  April  18, 1978, 1  p.m.-adJoununent. 

Place:  Building  10.  Room  4B14,  National  In¬ 
stitutes  of  Health. 

Times:  Open  April  18,  1  p.m.-l:30  p.m. 
Closed  April  18, 1:30  a.m.-adjoumment. 

(Hosure  reason:  To  review  research  contract 
proposals. 

Executive  Secretary:  Mrs.  Judith  M. 
Whalen,  Building  10,  Room  4B17.  Nation¬ 
al  Institutes  of  Health.  301-496-1791. 
(Catalog  of  Federal  Domestic  Assistance 
Number  13.394,  National  Institutes  of 
Health.) 

Name  of  committee:  Virus  Cancer  Program 
Scientific  Review  Committee. 

Dates:  April  24-26, 1978,  9  a.m. 

Place:  Landow  Building,  Room  4C18.  7910 
Woodmont  Building,  Bethesda.  Md.  20014. 

Times:  Open  April  24.  9  a.m.-9:30  p.m. 
Closed  April  24.  9:30  a.m.-5  p.m.,  April  25, 
9  a.m.-5  p.m.,  April  26,  9  a.m.-adjoum¬ 
ment. 

Closure  reason:  To  review  research  contract 
proposals. 

Elxecutive  Secretary:  Dr.  Maurice  L.  Guss, 
Landow  Building,  Room  9A10,  National 
Institutes  of  Health,  301-496-4533.  (Cata¬ 
log  of  Federal  Domestic  Assistance 


Number  13.393,  National  Institutes  of 
Health.) 

Dated:  March  7.  1978. 

Suzanne  L.  Fremeau, 
Committee  Management  Officer, 
National  Institutes  of  Health. 
(FR  Doc.  78-6703  Filed  3-16-78:  8:45  ami 


[4110-08] 

CARCINOGENESIS  PROGRAM  SOENTIFIC 
REVIEW  COMMIHEE 

Ronowol 

The  Director,  National  Institutes  of 
Health,  announces  the  renewal  on 
March  2,  1978,  of  the  CJLTCillCSSIlSSiS 
Program  Scientific  Review  Committee, 
under  the  authority  of  section 
410(a)(3)  of  the  Public  Health  Service 
Act  (42  U.S.C.  286d).  Such  advisory 
committees  shall  be  governed  by  the 
provisions  of  the  Federal  Advisory 
Committee  Act,  as  amended  (Pub.  L. 
92-463)  setting  forth  standards  gov¬ 
erning  the  establishment  and  use  of 
advisory  committees. 

This  committee  provides  to  the  Di¬ 
rector,  NCI,  and  the  Director,  Division 
of  Cancer  Cause  and  Prevention, 
advice  concerning  scientific  merit  of 
proposals  for  contracts  submitted  to 
the  carcinogenesis  program  of  the  Na¬ 
tional  Cancer  Institute.  The  commit¬ 
tee  will  terminate  March  2,  1980, 
unless  renewed  by  appropriate  action 
as  authorized  by  law. 

Dated:  March  8. 1978. 

Donalp  S.  Fredrickson, 
Director, 

National  Institutes  of  Health. 

(FR  Doc.  78-6713  Filed  3-16-78;  8:45  ami 


[4110-08] 

CANCER  CONTROL  COMMUNITY  ACTIVITIES 
REVIEW  COMMITTEE 

Mooting 

Pursuant  to  Pub.  L.  92-463,  notice  is 
hereby  given  of  the  meeting  of  the 
Cancer  Control  Community  Activities 
Review  Committee,  National  Cancer 
Institute.  April  27-29,  1978,  Building 
31.  Conference  Room  4,  9000  Rockville 
Pike,  Bethesda.  Md.  20014.  Except  as 
noted  below,  this  meeting  will  be  open 
to  the  public  on  April  27,  1978,  from 
8:30  a.m.  to  5  p.m.  for  administrative 
details  and  to  review  contracts  with 
the  New  Mexico  cancer  control  pro¬ 
gram  and  the  Metropolitan  Detroit 
cancer  control  program  for  implemen¬ 
tation  of  community-based  cancer  con¬ 
trol  programs.  Attendance  by  the 
public  will  be  limited  to  space  avail¬ 
able. 

In  accordance  with  the  provisions 
set  forth  in  section  552b(cK6),  Title  5 
United  States  Code,  and  section  KKd) 
of  Pub.  L.  92-463,  the  meeting  will  be 
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closed  to  the  public  approximately  for 
two  SO-minute  periods  on  April  27. 
1978.  to  discuss  personal  information 
concerning  individuals  associated  with 
each  contract.  In  addition,  and  in  ac¬ 
cordance  with  the  provisions  set  forth 
in  sections  552b(cK4)  and  552b(c)(6). 
Title  5.  United  States  Code,  and  sec¬ 
tion  KKd)  of  Pub.  L.  92-463.  the  meet¬ 
ing  will  be  closed  to  the  public  on 
April  28.  1978.  from  8:30  a.m.  to  ad¬ 
journment.  for  the  review,  discussion, 
and  evaluation  of  individual  contract 
proposals.  These  proposals  and  the 
discussions  of  the  proposals  could 
reveal  confidential  trade  secrets  or 
commercial  property  such  as  patent- 
able  material,  and  personal  informa¬ 
tion  concerning  individuals  associated 
with  the  proposals. 

Mrs.  Marjorie  F.  Early,  Committee 
Management  Officer,  National  Cancer 
Institute.  Building  31.  Room  4B43,  Na¬ 
tional  Institutes  of  Health,  Bethesda, 
Md.  20014.  301-496-5708,  will  provide  a 
summary  of  the  meeting  and  a  roster 
of  committee  members,  upon  request. 

Dr.  Robert  P.  Browning.  Executive 
Secretary.  National  Cancer  Institute, 
Blair  Building,  Room  7A07,  National 
Institutes  of  Health.  Bethesda,  Md. 
20014,  301-427-7941,  will  furnish  sub¬ 
stantive  program  information. 

(Catalog  of  Federal  Domestic  Assistance  No. 
13.399,  National  Institutes  of  Health.) 

Dated:  March  7, 1978. 

Suzanne  L.  Fremeau, 
Committee  Management  Officer, 
National  Institutes  of  Health. 
[PR  DCX:.  78-6708  Piled  3-16-78;  8:45  am] 


[4110-08] 

CANCER  CONTROL  GRANT  REVIEW 
COMMITTEE 

RmmwqI 

The  Director,  National  Institutes  of 
Health,  announces  the  renewal  on 
March  3,  1978,  of  the  Cancer  Control 
Grant  Review  Committee,  under  the 
authority  of  section  410A(a)  of  the 
Public  Health  Service  Act  (42  U.S.C. 
286e).  Such  advisory  committees  shall 
be  governed  by  the  provisions  of  the 
Federal  Advisory  Committee  Act,  as 
amended  (Pub.  L.  92-463)  setting  forth 
standards  governing  the  establishment 
and  use  of  advisory  committees. 

This  committee  provides  to  the  Di¬ 
rector,  NCI,  and  the  Director,  Division 
of  Cancer  Control  and  Rehabilitation, 
advice  concerning  the  technical  merit 
of  grant  proposals  for  projects  in 
cancer  control.  The  committee  will  ter¬ 
minate  March  3,  1980,  unless  renewed 
by  appropriate  action  as  authorized  by 
law. 


Dated:  March  8,  1978. 

Donald  S.  Frederickson, 
Director, 

National  Institutes  of  Health. 
[PR  Doc.  78-6712  Piled  3-16-78;  8:45  am) 


[4110-08] 

CANCER  IMMUNOTHERAPY  COMMITTEE 
Meeting 

Pursuant  to  Pub.  L.  92-463,  notice  is 
hereby  given  of  the  meeting  of  the 
Committee  on  Cancer  Immunother¬ 
apy,  National  Cancer  Institute.  April 
26-28,  1978,  Landow  Building.  Room 
C-418,  7910  Woodmont  AvenUG.  Be¬ 
thesda.  Md.  20014.  The  meeting  will  be 
open  to  the  public  on  April  26,  1978, 
from  7:30  p.m.  to  8  p.m.,  to  review  ad¬ 
ministrative  details.  Attendance  by  the 
public  will  be  limited  to  space  avail¬ 
able. 

In  accordance  with  provisions  set 
forth  in  section  552b(c)(6),  Title  5, 
United  States  Code,  and  10(d)  of  Pub. 
K  92-463,  the  meeting  will  be  closed  to 
the  public  on  April  26,  1978,  from  8 
p.m.  to  11:30  p.m.;  on  April  27,  from 
8:30  a.m.  to  11:30  p.m.,  and  on  April  28, 
from  8:30  a.m.  to  adjournment,  for  the 
review,  discussion,  and  evaluation  of 
individual  contract  proposals.  These 
proposals  and  the  discussions  could 
reveal  personal  information  concern¬ 
ing  inclividuals  associated  with  the 
proposals. 

Mrs.  Marjorie  F.  Early,  Committee 
Management  Officer,  National  Cancer 
Institute,  Building  31,  Room  4B43,  Na¬ 
tional  Institutes  of  Health,  Bethesda, 
Md.  20014,  301-496-5708,  will  provide 
summaries  of  the  meeting  and  rosters 
of  committee  members,  upon  request. 

Dr.  George  M.  Steinberg.  Executive 
Secretary,  National  Cancer  Institute, 
Building  10,  Room  4B09.  National  In¬ 
stitutes  of  Health,  Bethesda,  Md. 
20014,  301-496-1791,  will  furnish  sub¬ 
stantive  program  information. 

(Catalog  of  Federal  Domestic  Assistance 
Program  No.  13.395,  National  Institutes  of 
Health.) 

Dated:  March  6, 1978. 

Suzanne  L.  P'remeau, 
Committee  Management  Officer, 
National  Institutes  of  Health, 

[PR  Doc.  78-6707  Piled  3-16-78:  8:45  am] 


[4110-08] 

CONTRACEPTIVE  EVALUATION  RESEARCH 
CONTRACT  REVIEW  COMMIHEE 

Meeting 

Pursuant  to  Pub.  L.  92-463,  notice  is 
hereby  given  of  the  meeting  of  the 
Contraceptive  Evaluation  Research 
Contract  Review  Committee,  National 
Institute  of  Child  Health  and  Human 
Development,  May  12,  1978,  Building 


31.  Conference  Room  2A-52,  National 
Institutes  of  Health,  Bethesda,  Md. 

The  entire  meeting  will  be  open  to 
the  public  from  9  a.m.  to  5  p.m.  to  dis¬ 
cuss:  (a)  Review  of  current  program, 
(b)  plans  for  new  contracts,  and  (c) 
budget  fiscal  year  1979.  Attendance  by 
the  public  will  be  limited  to  space 
available. 

Mrs.  Marjorie  Neff,  Committee  Man¬ 
agement  Officer,  NICHD,  Building  31, 
Room  2A-04.  National  Institutes  of 
Health,  Bethesda,  Md.,  area  code  301- 
496-1848,  will  provide  a  summary  of 
the  meeting  and  roster  Of 
members.  Dr.  Heinz  W.  Berendes. 
Chief,  Contraceptive  Evaluation 
Branch,  Center  for  Population  Re¬ 
search.  NICHD,  Landow  Building, 
Room  7A14.  National  Institutes  of 
Health,  Bethesda,  Md.,  area  code  301- 
496-4924,  will  provide  substantive  pro¬ 
gram  information. 

(Catalog  of  Federal  Domestic  Assistance 
Program  No.  13.864,  National  Institutes  of 
Health.) 

Dated:  March  6, 1978. 

Suzanne  L.  Fremeau, 

Committee  Management  Officer, 
National  Institutes  of  Health, 

[PR  Doc.  78-6709  Filed  3-16-78;  8:45  am] 


[4110-08] 

HIGH  BLOOD  PRESSURE  WORKING  GROUP 
Meeting 

Notice  is  hereby  given  of  the  meet¬ 
ing  of  the  High  Blood  Pressure  Work¬ 
ing  Group  on  May  19,  1978,  from  9 
a.m.  to  5  p.m.,  at  the  National  Insti¬ 
tutes  of  Health.  Building  1.  Wilson 
Hall.  Bethesda,  Md.  20014. 

Attendance  by  the  public  will  be 
limited  to  space  available. 

For  detailed  program  information 
and  agenda,  contact  Mr.  Graham  W. 
Ward,  Acting  Chief,  Health  Education 
Branch.  National  High  Blood  Pressure 
Education  Program.  Building  31. 
Room  5A10,  National  Institutes  of 
Health,  9000  Rockville  Pike,  Bethesda. 
Md.  20014,  301-496-1051.  For  the  list 
of  participants  and  meeting  summary, 
contact  Mr.  York  Onnen,  Chief,  Public 
Inquiries  and  Reports  Branch,  Nation¬ 
al  Heart.  Lung,  and  Blood  Institute, 
National  Institutes  of  Health.  9000 
Rockville  Pike.  Bethesda.  Md.  20014, 
Building  31,  Room  5A03. 

Dated;  March  6, 1978. 

Suzanne  L.  Fremeau, 
Committee  Management  Officer, 
National  Institutes  of  Health, 

[PR  Doc.  78-6710  Piled  3-16-78;  8:45  am] 


[4110-08] 

LIPID  METABOLISM  ADVISORY  COMMIHEE 
Meeting 

Pursuant  to  Pub.  L.  92-463,  notice  is 
hereby  given  of  the  meeting  of  the 
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Lipid  Metabolism  Advisory  Commit¬ 
tee.  National  Heart,  Lung,  and  Blood 
Institute.  AprU  19-20,  1978,  Building 
31,  Conference  Room  7,  National  Insti¬ 
tutes  of  Health.  Bethesda,  Md. 

This  meeting  will  be  open  to  the 
public  on  April  19  from  9  a.m.  to  10:30 
a.m.  to  discuss  the  lipid  metabolism 
branch  program  review.  Attendance  by 
the  public  will  be  limited  to  space 
available. 

In  accordance  with  the  provisions 
set  forth  in  sections  552b(c)(4)  and 
552b<c)(6),  Title  5,  United  States  Code, 
and  section  10(d)  of  Pub.  L.  92-463, 
the  meeting  will  be  closed  to  the 
public  on  April  19  from  10:30  a.m.  to 
adjournment  on  April  20  for  the 
review,  discussion,  and  evaluation  of 
individual  contract  proposals.  These 
proposals  and  the  discussions  could 
reveal  confidential  trade  secrets  or 
commercial  property  such  as  patent- 
able  material,  and  personal  informa¬ 
tion  concerning  individuals  associated 
with  the  proposals. 

Mr.  York  Onnen,  Chief,  Public  In¬ 
quiries  and  Reports  Branch,  NHLBI, 
National  Institutes  of  Health.  Building 
31,  Room  5A03.  Bethesda.  Md.  20014, 
301-496-4236,  will  provide  summaries 
of  meetings  and  rosters  of  committee 
members.  Dr.  Basil  M.  Rifkind,  Chief. 
Lipid  Metabolism  Branch.  NHLBI. 
Federal  Building,  Room  302,  301-496- 
1681,  will  furnish  substantive  program 
information. 

(Catalog  of  Federal  Domestic  Assistance 
Program  No.  13.837,  National  Institutes  of 
Health.) 

Dated:  March  7. 1978. 

Suzanne  L.  Fremeau, 
Committee  Management  Officer, 
National  Institutes  of  Health. 

[FR  Doc.  78-6706  FUed  3-16-78;  8:45  am] 


[4110-08] 

NATIONAL  DUUTCS  ADVISORY  BOARD 
Meeting 

Pursuant  to  Pub.  L.  92-463,  notice  is 
hereby  given  of  meetings  of  the  Na¬ 
tional  Diabetes  Advisory  Board  on 
AprU  11  and  12. 1978. 

The  Executive  Committee  meeting 
wiU  be  held  on  AprU  11,  1978.  The 
Board  meeting  will  be  held  on  April 
12.  1978.  The  time  and  meeting  loca¬ 
tion  may  be  obtained  by  contacting 
Mr.  Raymond  M.  Kuehne,  Executive 
Director  of  the  Board.  P.O.  Box  30174, 
Bethesda.  Md.  20014,  301-496-6045. 

The  meetings,  which  will  be  open  to 
the  public,  are  being  held  to  continue 
review  of  the  status  and  implementa¬ 
tion  of  the  long-range  plan  to  combat 
diabetes  formulated  by  the  National 
Commission  on  Diabetes.  Attendance 
by  the  public  wUl  be  limited  to  space 
avaUable. 

Mr.  Raymond  M.  Kuehne  (address 
above)  wUl  provide  summaries  of  the 
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meeting  and  a  roster  of  the  committee 
members. 

(Catalog  of  Federal  Domestic  Assistant  Pro¬ 
gram  No.  13.847,  National  Institutes  of 
Health.) 

Dated:  March  6. 1978. 

Suzanne  L.  Fremeau, 
Committee  Management  Officer, 
National  Institutes  of  Health. 
(FR  E)oc.  78-6705  Filed  3-16-78;  8:45  am] 


[4110-08] 

NATIONAL  INSTITUTE  OF  GENERAL  MEDICAL 

SaENCES,  RECOMBINANT  DNA  MOLECULE 

PROGRAM  ADVISORY  COMMIHEE 

Working  Group  Mooting 

Notice  is  hereby  given  of  a  Working 
Group,  sponsored  by  the  Recombinant 
DNA  Molecule  Program  Advisory 
Committee,  to  consider  the  Report  of 
the  U.S.-EMBO  Workshop  To  Assess 
Risks  for  Recombinant  DNA  Experi¬ 
ments  Involving  the  Genomes  of 
Animal.  Plant  and  Insect  Viruses  at 
the  National  Institutes  of  Health, 
Building  31C.  Conference  Room  9, 
9000  Rockville  Pike,  Bethesda.  Md. 
20014  on  April  6-7,  1978,  from  9  a.m. 
to  5  p.m. 

The  Working  Group  will  discuss  the 
report  of  a  joint  U.S.-EMBO  Work¬ 
shop  held  on  January  27-29  to  discuss 
the  possible  risks  of  recombinant  DNA 
experiments  involving  the  DNAs  of 
animal,  plant  and  insect  viruses.  The 
U.S.-EMBO  Workshop  was  convened 
as  a  result  of  comments  received  on 
the  virus  sections  of  the  proposed  re¬ 
vised  Guidelines  for  Research  Involv¬ 
ing  Recombinant  DNA  Molecules  (42 
FR  49596).  Recommendations  arising 
from  this  Working  Group  meeting  on 
April  6-7  will  be  considered  at  the 
next  meeting  of  the  Recombinant 
DNA  Molecule  Program  Advisory 
Committee. 

The  U.S.-EMBO  Workshop  report 
will  be  reprinted  in  the  Federal  Regis¬ 
ter  in  the  near  future.  Copies  of  the 
Workshop  report  and  other  relevant 
information  may  be  obtained  from  Dr. 
William  J.  Gartland,  Executive  Secre¬ 
tary,  Recombinant  DNA  Molecule  Pro¬ 
gram  Advisory  Committee,  NIGMS, 
NIH,  Building  31,  Room  4A52,  Bethes¬ 
da,  Md.,  telephone  301-496-6051. 

The  meeting  will  be  open  to  the 
public.  Attendance  by  the  public  will 
be  limited  to  space  available. 

Dated:  March  8.  1978. 

Suzanne  L.  Fremeau, 
Committee  Management  Officer, 
National  Institutes  of  Health. 

(FR  Doc.  78-6704  Filed  3-16-78;  8:45  ami 
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[4110-08] 

VIRUS  CANCER  PROGRAM  SCIENTIFIC  REVIEW 
COMMIHEE 

Runawol 

The  Director,  National  Institutes  of 
Health,  announces  the  renewal  on 
February  20,  1978,  of  the  Virus  Cancer 
Program  Scientific  Review  Committee, 
under  the  authority  of  section 
410(a)(3)  of  the  Public  Health  Service 
Act  (42  use  286d).  Such  advisory  com¬ 
mittees  shall  be  governed  by  the  provi¬ 
sions  of  the  Federal  Advisory  Commit¬ 
tee  Act,  as  amended  (Pub.  L.  92-463) 
setting  forth  standards  governing  the 
establishment  and  use  of  advisory 
committees. 

This  committee  provides  to  the  Di¬ 
rector,  NCI  and  the  Director,  Division 
of  Cancer  Cause  and  Prevention, 
advice  concerning  scientific  merit  of 
proposals  for  contracts  submitted  to 
the  Virus  Cancer  Program.  The  com¬ 
mittee  will  terminate  February  20, 
1980,  unless  renewed  by  appropriate 
action  as  authorized  by  law. 

Dated;  February  28. 1978. 

Donald  S.  Fredrickson,  M.D.. 

Director, 

National  Institutes  of  Health. 

(FR  Doc.  78-6711  Filed  3-16-78:  8:45  ami 


[4310-84] 

DEPARTMENT  OF  THE  INTERIOR 

Bureau  of  Land  Managamant 
(NM  329281 
NEW  MEXICO 
Application 

March  7, 1978. 

Notice  is  hereby  given  that,  pursu¬ 
ant  to  section  28  of  the  Mineral  Leas¬ 
ing  Act  of  1920  (30  U.S.C.  185),  as 
amended  by  the  Act  of  November  16, 
1973  (87  Stat.  576),  Llano,  Inc.,  has  ap¬ 
plied  for  one  2%-inch  natural  gas  pipe¬ 
line  right-of-way  across  the  following 
land; 

New  Mexico  Principal  Meridian.  N.  Mex. 
T.  22  S..  R.  25  E., 

Sec.  10,  lots  3,  6,  SV^NWy4  and  NMtSWV*. 

This  pipeline  will  convey  natural  gas 
across  0.67  of  a  mile  of  public  land  in 
Eddy  County.  N.  Mex. 

The  purpose  of  this  notice  is  to 
inform  the  public  that  the  Bureau  will 
be  proceeding  with  consideration  of 
whether  the  application  should  be  ap¬ 
proved.  and  if  so,  under  what  terms 
and  conditions. 

Interested  persons  desiring  to  ex¬ 
press  their  views  should  promptly 
send  their  name  and  address  to  the 
District  Manager,  Bureau  of  Land 
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Management,  P.O.  Box  1397,  Roswell, 
N.  Mex.  88201. 

Fred  E.  Padilla, 

Chief,  Branch  of  Lands 
and  Minerals  Operations. 
[PR  Doc.  78-7147  Piled  3-16-78;  8:45  am] 


[4310-84] 

[NM  32929] 

NEW  MEXICO 
AppKcoHon 

March  7. 1978. 

Notice  is  hereby  given  that,  pursu¬ 
ant  to  section  28  of  the  Mineral  Leas¬ 
ing  Act  of  1920  (30  U.S.C.  185),  as 
amended  by  the  Act  of  November  16, 
1973  (87  Stat.  576),  El  Paso  Natural 
Gas  Co.  has  applied  for  one  4V^-inch 
natural  gas  pipeline  right-of-way 
across  the  following  land: 

New  Mexico  Principal  Meridian,  N.  Mex. 

T.  31  N.,  R.  9  W„ 

Sec.  18,  lot  10. 

This  pipeline  will  convey  natural  gas 
across  0.046  of  a  mile  of  public  land  in 
San  Juan  County,  N.  Mex. 

The  purpose  of  this  notice  is  to 
inform  the  public  that  the  Bureau  will 
be  proceeding  with  consideration  of 
whether  the  application  should  be  ap¬ 
proved,  and  if  so,  under  what  terms 
and  conditions. 

Interested  persons  desiring  to  ex¬ 
press  their  views  should  promptly 
send  their  name  and  address  to  the 
District  Manager,  Bureau  of  Land 
Management.  P.O.  Box  6770,  Albu¬ 
querque,  N.  Mex.  87107. 

Fred  E.  Padilla, 

Chief,  Branch  of  Lands 
and  Minerals  Operations. 

[PR  Doc.  78-7148  PUed  3-16-78;  8:45  am] 


[4310-84] 

[NM  32998] 

NEW  MEXICO 

Application 

March  10, 1978. 

Notice  is  hereby  given  that,  pursu¬ 
ant  to  section  28  of  the  Mineral  Leas¬ 
ing  Act  of  1920  (30  U.S.C.  185),  as 
amended  by  the  Act  of  November  16, 
1973  (87  Stat.  576),  El  Paso  Natural 
Gas  Co.  has  applied  for  one  4V^-inch 
natural  gas  pipeline  right-of-way 
across  the  following  land: 

New  Mexico  Principal  Meridian,  N.  Mex. 

T.  30  N..  R.  14  W., 

Sec.  33,  lots  3  and  4. 


This  pipeline  will  convey  natural  gas 
across  0.370  miles  of  public  land  in  San 
Juan  County,  N.  Mex. 

The  purpose  of  this  notice  is  to 
inform  the  public  that  the  Bureau  will 
be  proceeding  with  consideration  of 
whether  the  application  should  be  ap¬ 
proved,  and  if  so.  under  what  terms 
and  conditions. 

Interested  persons  desiring  to  ex¬ 
press  their  views  should  promptly 
send  their  name  and  address  to  the 
District  Manager,  Bureau  of  Land 
Management.  P.O,  Box  6770,  Albu¬ 
querque.  N.  Mex.  87107. 

Fred  E.  Padilla, 

Chief,  Branch  of  Lands 
and  Minerals  Operations. 

[PR  Doc.  78-7149  Piled  3-16-78;  8:45  am] 


[4310-84] 

[NM  32968,  32970,  32971,  32975,  32976, 
32977,  and  32978] 

NEW  MEXICO 

Applicationt 

March  10, 1978. 

Notice  is  hereby  given  that,  pursu¬ 
ant  to  section  28  of  the  Mineral  Leas¬ 
ing  Act  of  1920  (30  U.S.C.  185),  as 
amended  by  the  Act  of  November  16, 
1973  (87  Stat.  576),  El  Paso  Natural 
Gas  Co.  has  applied  for  eleven  4Vi-inch 
natural  gas  pipeline  rights-of-way 
across  the  following  lands: 

New  Mexico  Principal  Meridian,  N.  Mex. 

T.  19  S..  R.  27  E.. 

Sec.  36.  SEy4SWy4  and  SWy4SEy4. 

T.  20  S.,  R.  27  E.. 

Sec.  1,  lots  3  and  4; 

Sec.  2.  lots  1.  2.  SWy4NEy4  and  SEy4NWy4; 
Sec.  13,  Nwy4Swy4:- 
Sec.  14.  NV^SEy4. 

T.  20  S..  R.  28  E.. 

Sec.  21.  NV^Ey4; 

Sec.  22.  SWy4NEy4.  SWNWy4  and 
Nv^swy4. 

T.  24  S.,  R.  28  E.. 

Sec.  29,  NWy4SWy4; 

Sec.  30.  lot  4,  SEy4SWy4,  NV^SEy4  and 
swy4SEy4. 

T.  20  S.,  R.  29  E., 

Sec.  4.  SWVaSWVc. 

Sec.  5.  Ey4SEy4. 

T.  19  S..  R.  32  E.. 

Sec.  3.  NV4SWy4  and  NWy4SEy4. 

T.  126  S..  R.  37  E.. 

Sec.  14,  NEy4SEy4. 

These  pipelines  will  convey  natural 
gas  across  5.17  miles  of  public  lands  in 
Eddy  and  Lea  Counties,  N.  Mex. 

The  purpose  of  this  notice  is  to 
inform  the  public  that  the  Bureau  will 
be  proceeding  with  consideration  of 


whether  the  applications  should  be  ap¬ 
proved.  and  if  so,  under  what  terms 
and  conditions. 

Interested  persons  desiring  to  ex¬ 
press  their  views  should  promptly 
send  their  name  and  address  to  the 
District  Manager,  Bureau  of  Land 
Management,  P.O.  Box  1397,  Roswell, 
N.  Mex.  88201. 

Fred  E.  Padilla, 

Chief,  Branch  of  Lands 
and  Minerals  Operations. 

[FR  Doc.  78-7150  Piled  3-16-78;  8:45  am] 


[7020-02] 

INTERNATIONAL  TRADE 
COMMISSION 

[Investigation  No.  337-TA-50] 

CERTAIN  SYNTHETIC  GEMSTONES 
NoHc*  of  Invastigotion 

Notice  is  hereby  given  that  a  com¬ 
plaint  was  filed  with  the  U.S.  Interna¬ 
tional  Trade  Commission  on  February 
9, 1978,  under  section  337  of  the  Tariff 
Act  of  1930,  as  amended  (19  U.S.C. 
1337),  on  behalf  of  Queensbury  Opal 
Co.,  Ltd.,  Three  Commerce  Park 
Square.  Beachwood,  Ohio  44122.  The 
complaint  alleges  that  unfair  methods 
of  competition  and  unfair  acts  exists 
in  the  importation  of  certain  synthetic 
gemstones  into  the  United  States,  or 
in  their  sale,  by  reason  of  the  alleged 
coverage  of  such  articles  by  the  claims 
of  the  U.S.  Letters  Patent  No. 
3,742,731,  which  patent  is  owned  by 
Queensbury  Opal  Co.  Ltd.  The  com¬ 
plaint  alleges  that  such  unfair  meth¬ 
ods  of  competition  and  unfair  acts 
have  the  effect  or  tendency  to  destroy 
or  substantially  injure  an  industry,  ef- 
ficently  and  economically  operated,  in 
the  United  States  or  to  prevent  the  es¬ 
tablishment  of  a  domestic  industry. 
The  complaint  further  alleges  that 
certain  misrepresentations  take  place 
in  the  sale  of  infringing  gemstones. 
Complainant  has  requested  that  the 
imports  in  question  be  temporarily 
and  permanently  excluded  from  entry 
into  the  United  States. 

Having  considered  the  complaint, 
the  U.S.  International  Trade  Commis¬ 
sion,  on  March  10, 1978,  Ordered— 

(1)  That,  pursuant  to  subsection  (b) 
of  section  337  of  the  Tariff  Act  of 
1930,  as  amended  (19  U.S.C.  1337),  an 
investigation  be  instituted  to  deter¬ 
mine.  under  subsection  (c)  whether,  on 
the  basis  of  the  allegations  set  forth  in 
the  complaint  and  the  evidence  ad¬ 
duced.  there  are  violations  or  there  is 
reason  to  believe  there  are  violations 
of  subsection  (a)  of  this  section  in  the 
unauthorized  importation  of  certain 
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synthetic  gemstones  into  the  United 
States,  or  in  their  sale,  by  reason  of 
the  alleged  coverage  of  such  gem¬ 
stones  by  the  claims  of  U.S.  Letters 
Patent  No.  3,742.731,  the  effect  or  ten¬ 
dency  of  which  is  to  destroy  or  sub¬ 
stantially  injure  an  industry,  efficient¬ 
ly  and  economically  operated,  in  the 
United  States  or  to  prevent  the  estab¬ 
lishment  of  such  an  industry  in  the 
United  States. 

(2)  That,  for  the  purpose  of  the  in¬ 
vestigation  so  instituted,  the  following 
persons  alleged  to  be  involved  in  the 
unauthorized  importation  of  such  arti¬ 
cles  into  the  United  States,  or  in  their 
sale,  are  hereby  named  as  the  respon¬ 
dents  upon  which  the  complaint  and 
this  notice  are  to  be  served: 

Paul  S.  Rogell,  P.O.  Box  1321,  Stamford, 
Conn.  06904. 

Rogell  Associates,  Inc.,  P.O.  Box  1321, 
Stamford,  Conn.  06904. 

Incom  Corp.,  205  Chapin  Street,  South- 
bridge,  Mass. 

Fritz  Mohr.  Breiten  Weg  No.  6,  Idar-Ober- 
stein  3.  West  Germany. 

Rudolph  &  Helmut  Mei,  Tiefensteiner 
Strass  29,  Idar-Obersteln  2.  West  Ger¬ 
many. 

(3)  That,  for  the  purpose  of  the  in¬ 
vestigation  so  instituted,  Donald  K. 
Duvall.  Administrative  Law  Judge, 
U.S.  International  Trade  Commission, 
701  E  Street  NW.,  Washington,  D.C. 
20436,  is  hereby  appointed  as  presiding 
officer,  and 

(4)  That,  for  the  purpose  of  the  in¬ 
vestigation  so  instituted.  Charles  F. 
Schill,  U.S.  International  Trade  Com¬ 
mission,  701  E  Street  NW.,  Washing¬ 
ton,  D.C.  20436,  is  hereby  named  Com¬ 
mission  investigative  attorney. 

Responses  must  be  submitted  by  the 
named  respondents  in  accordance  with 
§210.21  of  the  Commission’s  Rules  of 
Practice  and  Procedure  (19  CFR 
210.21).  Pursuant  to  §§  201.16(d)  and 
210.21(a)  of  the  Rules,  such  responses 
will  be  considered  by  the  Commission 
if  received  not  later  than  20  days  after 
the  date  of  service  of  the  complaint. 
Extension  of  time  for  submitting  a  re¬ 
sponse  will  not  be  granted  unless  good 
and  sufficient  clause  therefore  is 

shown.  _ 

Failure  of  the  respondents  to  file  a 
timely  response  to  each  allegation  in 
the  complaint  and  in  this  notice  may 
be  deemed  to  constitute  waiver  of  the 
right  to  appear  and  contest  the  allega¬ 
tions  of  the  complaint  and  of  this 
notice,  and  will  authorize  the  presid¬ 
ing  officer  and  the  Commission,  with¬ 
out  further  notice  to  the  respondent, 
to  find  the  facts  to  be  as  alleged  in  the 
complaint  and  this  notice  and  to  enter 
both  'a  recommended  determination 
and  a  final  determination,  respective¬ 
ly,  containing  such  findings. 

The  complaint,  with  the  exception 
of  confidential  information  referred  to 


therein,  is  available  for  inspection  by 
interested  persons  at  the  Office  of  the 
Secretary,  United  States  International 
Trade  Commission,  701  E  Street  NW., 
Washington.  D.C.  20436,  and  in  the 
New  York  City  Office  of  the  Commis¬ 
sion,  6  World  Trade  Center. 

By  order  of  the  Commission. 

Issued:  March  14,  1978. 

Kenneth  R.  Mason, 
Secretary. 

[FR  Doc.  78-7202  Filed  3-16-78;  8:45  am] 
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[4510-30] 

DEPARTMENT  OF  LABOR 

Employ mant  and  Training  Administration 

EMPLOYMENT  TRANSFER  AND  BUSINESS  COM¬ 
PETITION  DETERMINATIONS  UNDER  THE 
RURAL  DEVELOPMENT  Aa 

Applications 

The  organizations  listed  in  the  at¬ 
tachment  have  applied  to  the  Secre¬ 
tary  of  Agriculture  for  financial  assis¬ 
tance  in  the  form  of  grants,  loans,  or 
loan  guarantees  in  order  to  establish 
or  improve  facilities  at  the  locations 
listed  for  the  purposes  given  in  the  at¬ 
tached  list.  The  financial  assistance 
would  be  authorized  by  the  Consoli¬ 
dated  Farm  and  Rural  Development 
Act,  as  amended,  7  U.S.C.  1924(b), 
1932,  or  1942(b). 

The  Act  requires  the  Secretary  of 
Labor  to  determine  whether  such  Fed¬ 
eral  assistance  is  calculated  to  or  is 
likely  to  result  in  the  transfer  from 
one  area  to  another  of  any  employ- 


[1505-01] 

Emplaymant  Standards  Administratian 

MINIMUM  WAGES  FOR  FEDERAL  AND 

FEDERALLY  ASSISTED  CONSTRUCTION 

Ganaral  Waga  Datarminotian  Dacisians 

Correction 

In  FR  Doc.  78-6074  appearing  at 
page  10154  in  the  issue  for  Friday, 
March  10.  1978,  a  page  was  inadver¬ 
tently  omitted.  It  is  published  below 
for  the  convenience  of  the  reader. 
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ment  or  business  activity  provided  by 
operations  of  the  applicant.  It  is  per¬ 
missible  to  assist  the  establishment  of 
a  new  branch,  affiliate  or  subsidiary, 
only  if  this  will  not  result  in  increased 
unemployment  in  the  place  of  present 
operations  and  there  is  no  reason  to 
believe  the  new  facility  is  being  estab¬ 
lished  with  the  intention  of  closing 
down  an  operating  facility. 

The  Act  also  prohibits  such  assis¬ 
tance  if  the  Secretary  of  Labor  deter¬ 
mines  that  it  is  calculated  to  or  is 
likely  to  result  in  an  increase  in  the 
production  of  goods,  materials,  or  com¬ 
modities.  or  the  availability  of  services 
or  facilities  in  the  area,  when  there  is 
not  sufficient  demand  for  such  goods, 
materials,  commodities,  services,  or  fa¬ 
cilities  to  employ  the  efficient  capacity 
of  existing  competitive  commercial  or 
industrial  enterprises,  unless  such  fi¬ 
nancial  or  other  assistance  will  not 
have  an  adverse  effect  upon  existing 
competitive  enterprises  in  the  area. 

The  Secretary  of  Labor’s  review  and 
certification  procedures  are  set  forth 


a.  Paid  Holidays:  New  Year's  Day, 

Memorial  Day,  Independence  Day,  Labor  Day,  Columbus  Day,  Election  Day, 
Veteran's  Day,  Thanksgiving  Day,  Christmas  Day,  providing  the  employee  works, 
one  day  in  the  payroll  week  in  which  the  holiday  occurs. 
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at  29  CFR  Part  75.  In  determining 
whether  the  applications  should  be  ap¬ 
proved  or  denied,  the  Secretary  will 
take  into  consideration  the  following 
factors: 

1.  The  overall  employment  and  un¬ 
employment  situation  in  the  local  area 
in  which  the  proposed  facility  will  be 
located. 

2.  Employment  trends  in  the  same 
industry  in  the  local  area. 

3.  The  potential  effect  of  the  new  fa¬ 
cility  upon  the  local  labor  market, 
with  particular  emphasis  upon  its  po¬ 
tential  impact  upon  competitive  enter¬ 
prises  in  the  same  area. 

4.  The  competitive  effect  upon  other 
facilities  in  the  same  industry  located 
in  other  areas  (where  such  competi¬ 
tion  is  a  factor). 

5.  In  the  case  of  applications  involv¬ 
ing  the  establishment  of  branch  plants 
or  facilities*,  the  potential  effect  of 
such  new  facilities  on  other  existing 
plants  or  facilities  operated  by  the  ap¬ 
plicant. 

All  persons  wishing  to  bring  to  the 
attention  of  the  Secretary  of  Labor 
any  information  pertinent  to  the  de¬ 
terminations  which  must  be  made  re¬ 
garding  these  applications  are  invited 
to  submit  such  iiiformation  in  writing 
within  two  weeks  of  publication  of  this 
notice  to: 

Deputy  Assistant  Secretary  for  E^mploy- 
ment  and  Training,  601  D  St.  NW.,  Wash¬ 
ington,  D.C.  20213. 

Signed  at  Washington,  D.C.,  this 
13th  day  of  March  1978. 

Ernest  G.  Green, 
Assistant  Secretary  for 
Employment  and  Training. 

Appucations  Rbcxivkd  During  the  Week 
Ending  Mar.  10, 1978 


Name  of  applicant  and  Principal  product  or 

location  of  enterprise  acUvity 

Lenape  TransportaUon  Trucking  of  commodities 
Co..  Inc.,  Lafayette.  tons. 

NJ.  , 

Ridgeo^  Convalescent  Long-term  nursing  care. 
Center.  Inc. 

JEP  Enterprises.  Motor  hotel. 

Beaufort.  S.C. 

Lubricants,  Inc.,  Manufacture  of  quality 

Pewaukee,  Wis.  oil  and  base  oil  for 

other  products. 

Kress  CorporaUon.  Manufacture  of  heavy 

Brimfield.  ni.  haulage  equipment. 

Steel  King  Industries,  Manufacture  material 

IiK.,  Stevens  Point,  handling  equipment 

Wls.  racks  and  containers. 

Fowler  Products  Custom  plastic 

Incorporated,  extrusions 

Crestline,  Ohio.  rrranufacturing. 

A3.C.  Chetek.  Inc.,  Manufacture  of 

Chetek.  Wis.  particleboard  and  vinyl 

furniture. 

Bucking  Equipment  and  Sales  of  farm  equipment. 
Supply.  Inc.,  Willard, 

Ohio. 

Trosky  Elevator  Co.,  Retail  sales  of  feed  and 

Trosky,  Mitm.  grain. 

Tate  Rentals,  Jonesboro,  General  rental  store  to 
Ark.  public. 

Lane  Processing,  Inc.,  Poultry  operation. 

Polk  County,  Ark.,  and 
McCurtain  County, 

Okla. 


Appucations  Received  During  the  Week 
Ending  Mar.  10, 1978— Continued 


Name  of  applicant  and  Principal  product  or 

location  of  enterprise  activity 

Ozark  Walnut  Inc.,  Manufacture  of  wood 

Houston,  Mo.  living  room  and 

occasional  furniture. 
Building  Services  Inc.,  Retail  sales  of  building 
Marianna,  Ark.  material  and 

construction. 

Bee  Cee  Manufacturing  Manufacture  of  storm 
Co.,  Malden,  Mo.  doors,  patio  doors. 

storm  windows,  and 
prime  windows. 

Hotel  Vosburg  Inc.,  San  Hotel. 

Jacinto,  Calif.. 

Los  Banos  Community  Acute  general  hospital. 
Hospital  Association, 

Inc.,  Los  Banos,  Calif. 

Teton  West  Motor  Inn,  Motel. 

Driggs.  Idaho. 

Two  Rivers  Motor  Inn,  Do. 

Pasco.  Wash. 


[FR  Doc.  78-6891  Filed  3-16-78;  8:45  am] 


[4510-26] 

Occupational  Safety  and  Health  Administratien 

ADVISORY  COMMITTEE  ON  CONSTRUCTION 
SAFETY  AND  HEALTH 

Request  for  Neminotien  ef  Members 

The  Assistant  Secretary  of  Labor  for 
Occupational  Safety  and  Health  re¬ 
quests  nominations  for  the  Advisory 
Committee  on  Construction  Safety 
and  Health.  The  current  terms  of  the 
15-member  Committee  expire  as  of 
June  30.  1978. 

The  function  of  the  Committee  is  to 
advise  the  Assistant  Secretary  on  occu¬ 
pational  safety  and  health  in  construc¬ 
tion.  The  Committee  membership  is 
comprised  of  the  following  categories: 
five  representatives  of  employees,  five 
representatives  of  employers,  two 
State  government  representatives,  one 
Federal  Government  representative, 
and  two  public  representatives.  One  of 
the  members  will  be  designated  as  the 
chairperson.  Terms  of  office  are  two 
years.  No  member  of  the  committee 
(other  than  representatives  of  employ¬ 
ers  and  employees)  shall  have  an  eco¬ 
nomic  interest  in  any  proposed  rule. 

Any  interested  person  or  organiza¬ 
tion  may  nominate  one  or  more  quali¬ 
fied  persons  for  membership.  Nomi¬ 
nees  shall  be  identified  by  namb,  occu¬ 
pation  or  position,  address  and  tele¬ 
phone  number.  The  nomination  shall 
specify  the  field  or  group  which  the 
candidate  would  represent  and  shall 
include  a  resume  of  the  nominee’s 
background,  experience  and  qualifica¬ 
tions.  In  addition,  the  nomination 
shall  state  that  the  nominee  is  aware 
of  the  nomination,  is  willing  to  serve 
as  a  Committee  member,  and  appears 
to  have  no  conflict  of  interest  that 
would  preclude  committee  member¬ 
ship. 

Nominations  should  be  submitted  to 
Ken  Hunt.  OSHA  Division  of  Consum¬ 


er  Affairs,  Room  N-3635,  New  Depart¬ 
ment  of  Labor  Building,  3rd  and  Con¬ 
stitution  Avenue  NW..  Washington, 
D.C.  20210,  no  later  than  April  30. 
1978. 

Signed  at  Washington.  D.C.,  this 
10th  day  of  March  1978. 

Eula  Bingham, 

Assistant  Secretary  of  Labor. 

[FR  Doc.  78-7055  Filed  3-16-78;  8:45  am] 

[4510-26] 

VIRGINIA  STATE  STANDARDS 
Approval 

1.  Background.  Part  1953  of  Title  29, 
Code  of  Federal  Regulations  pre¬ 
scribes  procedures  under  Section  18  of 
the  Occupational  Safety  and  Health 
Act  of  1970  (hereinafter  called  the 
Act)  by  which  the  Regional  Adminis¬ 
trator  for  Occupational  Safety  and 
Health  (hereinafter  called  the  Region¬ 
al  Administrator)  under  a  delegation 
of  authority  from  the  Assistant  Secre¬ 
tary  of  Labor  of  Occupational  Safety 
and  Health  (hereinafter  called  the  As¬ 
sistant  Secretary),  (29  CFR  1953.4) 
will  review  and  approve  standards  pro¬ 
mulgated  pursuant  to  a  State  plan 
which  has  been  approved  in  accor¬ 
dance  with  section  18(c)  of  the  Act 
and  29  CFR  Part  1902.  On  September 
28,  1976,  notice  was  published  in  the 
Federal  Register  (41  FR  42655)  of  the 
approval  of  the  Virginia  Plan  and  the 
adoption  of  Subpart  EE  to  29 '  CFR 
Part  1952  containing  the  decision. 

The  Virginia  Plan  provides  for  the 
adoption  of  Federal  standards  as  State 
standards  which  are  at  least  as  effec¬ 
tive  as  comparable  Federal  Standards 
promulgated  under  section  6  of  the 
Act  after  comments  and  public  hear¬ 
ing.  Section  1952.210  of  Subpart  EE 
sets  forth  the  State’s  schedule  for  the 
adoption  of  Federal  standards.  By 
letter  dated  March  23.  1977,  from 
Edmond  M.  Boggs,  Commissioner.  Vir¬ 
ginia  Department  of  Labor  and  Indus¬ 
try,  to  David  H.  Rhone.  Regional  Ad¬ 
ministrator,  and  incorporated  as  part 
of  the  plan,  the  State  submitted  stan¬ 
dards  comparable  to  the  additions,  re- 
visions,  amendments  and  corrections 
to  29  CFR  Parts  1910  and  1926  which 
were  published  in  the  Federal  Regis¬ 
ter  as  of  December  21.  1976.  These 
standards  were  promulgated  after 
public  comment  requested  on  October 
31,  1976,  hearings  held  on  November 
15.  1976  and  a  resolution  adopted  by 
the  Virginia  Safety  and  Health  Codes 
Commission  effective  April  15.  1977, 
pursuant  to  section  40.1-22  and  the 
Administration  Process  Act,  Codes  of 
Virginia. 

2.  Decision.  Having  reviewed  the 
State  submission  in  comparison  with 
Federal  standards,  it  has  been  deter¬ 
mined  that  the  State  standards  are 
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identical  to  the  comparable  Federal 
standards  except  for  the  State  stan¬ 
dard  for  ionizing  radiation  which  has 
been  determined  to  be  at  least  as  ef¬ 
fective  as  the  comparable  Federal 
standard.  29  CFR  1910.96.  and  are 
hereby  approved. 

3.  Location  of  supplement  for  inspec¬ 
tion  and  copying.  A  copy  of  the  stan¬ 
dards  supplement,  along  with  the  ap¬ 
proved  plan,  may  be  inspected  and 
copied  during  normal  business  hours 
at  the  following  locations:  Office  of 
the  Regional  Administrator.  Suite 
2100,  Gateway  Building,  3535  Market 
Street.  Philadelphia.  Pa.  19104;  Office 
of  the  Commissioner,  Virginia  Depart¬ 
ment  of  Labor  and  Industry,  205 
North  Fourth  Street,  Richmond,  Va. 
23219;  and  Office  of  the  Director  of 
Federal  Compliance  and  State  Pro¬ 
grams.  Room  3603,  200  Constitution 
Avenue  NW.,  Washington,  D.C.  20210. 

4.  Public  participation.  Under  29 
CFR  1953.2(c)  the  Assistant  Secretary 
may  prescribe  alternative  procedures 
to  expedite  the  review  process  or  for 
other  good  cause  which  may  be  consis¬ 
tent  with  applicable  laws.  The  Assis¬ 
tant  Secretary  finds  good  cause  exists 
for  not  publishing  the  supplement  to 
the  Virginia  State  Plan  as  a  proposed 
change  and  making  the  Regional  Ad¬ 
ministrator’s  approval  effective  upon 
publication  for  the  following  reasons: 

1.  The  standards  are  identical  to  the 
Federal  standards  and  are  deemed  to 
be  at  least  as  effective  with  the  excep- 
tio  of  the  State  standard  for  ionizing 
radiation  which  has  been  determined 
to  be  at  least  as  effective  as  the  com¬ 
parable  Federal  standard  29  CFR 
1910.96. 

2.  The  standards  were  adopted  in  ac¬ 
cordance  with  procedural  require¬ 
ments  of  State  law  which  included 
public  comment  and  further  public 
participation  would  be  unnecessary. 

This  decision  is  effective  March  17. 
1978. 

(Sec.  18.  Pub.  L.  91-596,  84  Stat.  1608  (29 
U.S.C.  667).) 

Signed  at  Philadelphia.  Pa.,  this  3rd 
day  of  February  1978. 

David  H.  Rhone, 
Regional  Administrator. 

[FR  Doc.  78-7056  Piled  3-16-78;  8:45  am] 


[4510-26] 

Occupational  Safety  and  Health  Adminittration 

[V-78-5] 

INTERLAKE  STAMPING  CORP. 

AGENCY:  Occupational  Safety  and 
Health  Administration,  Department  of 
Labor. 

ACTIONS;  (1)  Proposed  extension  of 
experimental  variance;  (2)  Grant  of  in¬ 
terim  order. 

SUMMARY:  This  notice  announces 
the  proposed  extension  of  the  experi¬ 


mental  variance  granted  to  Interlake 
Stamping  Corp.  from  the  standard 
prescribed  in  29  CFR  1910.217  con¬ 
cerning  mechanical  power  presses. 

It  also  announces  the  granting  of  an 
interim  order  until  a  final  decision  is 
rendered  on  the  proposed  extension  of 
the  experimental  variance. 

DATES:  The  effective  date  of  the  in¬ 
terim  order  is  March  1,  1978.  The  last 
date  for  interested  persons  to  submit 
comments  is  April  17,  1978.  The  last 
date  for  affected  employers,  employ¬ 
ees,  to  request  a  hearing  on  the  appli¬ 
cation  is  April  17,  1978. 

ADDRESSES;  Send  comments  or  re¬ 
quests  for  a  hearing  to: 

Office  of  Variance  Determination,  Occupa¬ 
tional  Safety  and  Health  Administration, 
U.S.  Department  of  Labor,  3rd  Street  and 
Constitution  Avenue  NW.,  Room  N-3668, 
Washington,  D.C.  20210. 

FOR  FURTHER  INFORMATION 
CONTACrr: 

Mr.  James  J.  Concannon,  Director.  Office  of 
Variance  Determination,  Occupational 
Safety  and  Health  Administration,  U.S. 
Department  of  Labor,  3rd  Street  and  Con¬ 
stitution  Avenue  NW..  Room  N-3668, 
Washington.  D.C.  20210. 

or  the  following  Regional  and  Area 
Offices: 

U.S.  Department  of  Labor,  Occupational 
Safety  and  Health  Administration,  32nd 
Floor,  Room  3263,  230  South  Dearborn 
Street,  Chicago,  Ill.  60604. 

U.S.  Department  of  Labor,  Occupational 
Safety  and  Health  Administration,  1240 
East  Ninth  Street,  Cleveland,  Ohio  44199. 

I.  Notice  of  Intent  To  Extend 
Experiment 

Notice  is  hereby  given  that,  the  Sec¬ 
retary  of  Labor  proposes  to  extend  the 
experimental  variance  granted  to  In¬ 
terlake  Stamping  Corp.  under  section 
6(b)(6)(C)  of  the  Occupational  Safety 
and  Health  Act  of  1970  (84  Stat.  1594; 
29  U.S.C.  655).  The  experimental  vari¬ 
ance  was  granted  on  August  31,  1976 
(41  FR  36702)  from  the  standard  pre¬ 
scribed  in  29  CFR  1910.217(c)(3)(iii) 
(6)  which  prohibits  the  use  of  a  pres¬ 
ence  sensing  device  for  tripping  a  me¬ 
chanical  power  press.  The  experiment 
was  extended  for  six 'months  on  Sep¬ 
tember  9,  1977  (42  FR  45389). 

The  address  of  the  place  of  employ¬ 
ment  that  will  be  affected  by  the  ex¬ 
tension  is: 

Interlake  Stamping  Corp.,  4732  East  355th 
Street,  Willoughby,  Ohio  44094. 

All  interested  persons,  including  em¬ 
ployers  and  employees,  who  believe 
they  would  be  affected  by  the  pro¬ 
posed  extension  of  the  experimental 
variance  for  Interlake  Stamping  Corp. 
are  invited  to  submit  written  data, 
views,  and  arguments  relating  only  to 
the  proposed  extension  no  later  than 
April  17,  1978.  Affected  employers  or 


employees,  objecting  to  the  proposed 
extension,  may  also  request  a  hearing 
solely  on  the  issue  of  the  extension  no 
later  than  April  17,  1978.  Requests  for 
a  hearing  shall  include; 

(1)  A  concise  statement  of  facts 
showing  how  the  applicant  would  be 
affected  by  the  proposed  action; 

(2)  The  reasons  for  objection  and  ar¬ 
guments  on  any  issue  of  fact  or  law  on 
which  the  objection  is  based;  and 

(3)  A  specific  account  of  evidence  to 
be  presented  or  adduced  as  support  of 
the  objection. 

The  experimental  variance'  autho¬ 
rizes  the  use  of  Erwin  Sick  electronic 
light  curtains  as  a  tripping  means  as 
well  as  a  point  of  operation  device  on 
five  Bliss-OBI  mechanical  power 
presses.  This  system  has  been  used  in 
Sweden  and  West  Germany  with  ex¬ 
cellent  safety  records,  but  has  not 
been  permitted  in  this  country.  Five 
additional  Bliss-OBI  mechanical  power 
presses  are  used  as  a  control  group 
with  conventional  tripping  means  in 
order  to  compare  the  safety,  worker 
acceptance  and  productivity  of  the  two 
methods. 

During  the  six  month  extension,  the 
operation  has  continued  to  be  as  safe 
and  production  has  continued  to  be  as 
high  as  during  the  original  year  of  the 
experiment. 

The  initial  purpose  of  this  experi¬ 
ment  was  to  collect  information  to  aid 
in  determining  whether  the  OSHA 
standard  should  be  modified  to  permit 
the  tripping  of  power  presses  with 
presence  sensing  devices. 

As  information  has  been  collected 
from  Interlake  and  other  sources 
during  this  experimental  period,  it  has 
become  apparent  that  additional  infor¬ 
mation  is  needed  before  a  final  deci¬ 
sion  can  be  made  on  whether  to 
modify  the  standard  and,  if  so,  what 
requirements  and/or  restrictions 
should  be  included  in  the  new  stan¬ 
dard. 

For  example,  the  need  for  a  certifi¬ 
cation  program  as  is  used  in  Sweden 
and  West  Germany  must  be  studied. 
More  recent  European  statistics  must 
be  obtained.  A  10  year  study  of  light 
curtains  by  the  French  government 
has  recently  been  released  and  must 
be  studied.  It  is  also  necessary,  in 
order  to  set  priorities,  that  we  deter¬ 
mine  the  level  of  interest  in  the  use  of 
this  method  of  actuating  mechanical 
power  presses  among  users  in  the 
United  States. 

In  order  to  obtain  this  and  other 
needed  information,  it  is  anticipated 
that  a  conference  or  informal  hearing 
may  be  held.  If  such  an  event  is  sched¬ 
uled,  a  notice  will  be  published  in  the 
F’ederal  Register.  The  possibility  of 
obtaining  additional  data  by  expand¬ 
ing  the  experiment  to  include  other 
companies  is  also  being  considered. 

It  is  expected  that  the  continuing 
data  and  operating  experience  ob- 
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tained  from  Interlake  Stamping  Corp. 
under  this  experiment  will  prove  help¬ 
ful  in  analyzing  the  cumulative  infor¬ 
mation  obtained  from  other  sources. 

Therefore,  OSHA  has  requested  In¬ 
terlake  Stamping  Corp.  to  continue 
operating  its  presses  using  the  Erwin 
Sick  electronic  light  curtain  as  a  trip¬ 
ping  means  and  an  extension  of  the 
variance  would  be  required.  The  Secre¬ 
tary  of  Labor  proposes  to  extend  the 
variance  for  a  period  not  to  exceed  two 
years  under  the  same  terms  and  condi¬ 
tions  of  the  original  order  41  FR 
36702,  August  31,  1976,  as  amended,  42 
FR  45389,  September  9,  1977,  except 
that  new  statements  as  required  under 
item  5(b)  of  the  original  order  would 
be  required;  and,  that  certain  record¬ 
keeping  changes  may  be  made  in  the 
final  order. 

II.  Interim  Order 

It  appears  that  an  interim  order  is 
necessary  in  order  to  preserve  the  con¬ 
tinuity  of  the  experiment  being  con¬ 
ducted  by  Interlake  Stamping  Corp. 
pending  a  decision  on  the  extension  of 
the  variance.  Therefore,  it  is  ordered, 
pursuant  to  the  authority  in  section 
6(bK6)(C)  of  the  Occupational  Safety 
and  Health  Act  of  1970  and  in  Secre¬ 
tary  of  Labor’s  Order  No.  8-76  (41  FR 
25059)  that  Interlake  Stamping  Coip. 
be,  and  it  is  hereby,  authorized  to  con¬ 
tinue  the  use  of  the  Erwin  Sick  elec¬ 
tronic  light  curtain  as  a  means  of  initi¬ 
ating  slide  motion  on  its  Bliss-OBI  me¬ 
chanical  power  presses  imder  the 
terms  of  the  experimental  variance 
granted  August  31,  1976  (41  FR  36702) 
until  a  final  decision  is  made  on  the 
proposed  extension  of  the  experimen¬ 
tal  variance. 


As  soon  as  possible  Interlake  Stamp¬ 
ing  Corp.  shall  give  notice  to  affected 
employees  of  the  terms  of  this  order 
by  the  same  means  required  to  be  used 
to  Inform  them  of  the  previous  grant 
and  extension  of  the  variance. 

Effective  date:  This  order  shall 
become  effective  on  March  1.  1978, 
and  shall  remain  in  effect  until  a  final 
decision  is  made  on  the  extension  of 
experimental  variance. 

Signed  at  Washington,  D.C.  this 
10th  day  of  March,  1978. 

Eula  Bingham, 
Assistant  Secretary  of  Labor. 

[FR  Etoc.  78-7171  Piled  3-16-78;  8:45  am] 


[4510-28] 

Office  of  Hm  Secretary 

INVESTIGATIONS  REGARDING  CERTIFICA¬ 
TIONS  OF  EUGIBILITY  TO  APPLY  FOR 
WORKER  ADJUSTMENT  ASSISTANCE 

Petitions  have  been  filed  with  the 
Secretary  of  Labor  under  section 
221(a)  of  the  Trade  Act  of  1974  (“the 
Act’’)  and  are  identified  in  the  appen¬ 
dix  to  this  notice.  Upon  receipt  of 
these  petitions,  the  Director  of  the 
Office  of  Trade  Adjustment  Assis¬ 
tance.  Bureau  of  International  Labor 
Affairs,  has  instituted  investigations 
pursuant  to  section  221(a)  of  the  Act 
and  29  CFR  90.12. 

The  purpose  of  each  of  the  investi¬ 
gations  is  to  determine  whether  abso¬ 
lute  or  relative  increases  of  imports  of 
articles  like  or  directly  competitive 
with  articles  produced  by  the  workers’ 
firm  or  an  appropriate  subdivision 
thereof  have  contributed  importantly 
to  an  absolute  decline  in  sales  or  pro¬ 


duction.  or  both,  of  such  firm  or  subdi¬ 
vision  and  to  the  actual  or  threatened 
total  or  partial  separation  of  a  signifi¬ 
cant  number  or  portion  of  the  workers 
of  such  firm  or  subdivision. 

Petitioners  meeting  these  eligibility 
requirements  will  be  certified  as  eligi¬ 
ble  to  apply  for  adjustment  assistance 
under  title  II,  chapter  2,  of  the  Act  in 
accordance  with  the  provisions  of  sub¬ 
part  B  of  29  CFR  part  90.  The  investi¬ 
gations  will  further  relate,  as  appro¬ 
priate,  to  the  determination  of  the 
date  on  which  total  or  partial  separa¬ 
tions  began  or  threatened  to  begin  and 
the  subdivision  of  the  firm  involved. 

Pursuant  to  29  CPU  90.13,  the  peti¬ 
tioners  or  any  other  persons  showing  a 
substantial  interest  in  the  subject 
matter  of  the  investigations  may  re¬ 
quest  a  public  hearing:  Provided,  Such 
request  is  filed  in  writing  with  the  Di¬ 
rector,  Office  of  Trade  Adjustment  As¬ 
sistance,  at  the  address  shown  below, 
hot  later  than  March  27, 1978. 

Interested  persons  are  invited  to 
submit  written  comments  regarding 
the  subject  matter  of  the  investiga¬ 
tions  to  the  Director,  Office  of  Trade 
Adjustment  Assistance,  at  the  address 
shown  below,  not  later  than  March  27, 
1978. 

The  petitions  filed  in  this  case  are 
available  for  inspection  at  the  Office 
of  the  Director,  Office  of  ’Trade  Ad¬ 
justment  Assistance,  Bureau  of  Inter¬ 
national  Labor  Affairs.  U.S.  Depart¬ 
ment  of  Labor.  200  Constitution 
Avenue  NW.,  Washington,  D.C.  20210. 

Signed  at  Washington,  D.C.,  this  2nd 
day  of  March  1978. 

Harold  A.  Bratt, 
Acting  Director,  Office  of 
Trade  Adjustment  Assistance. 


Appendix 


Petitioner.  Union/workers  or  '  Location 

former  workers  of— 


Date  received  Date  of  Petition  No. 
petition 


Articles  produced 


Button  Corp.  of  America  Newark.  N.J . . . . 

(workers). 

The  Cambridge  Tailoring  Baltimore,  Md . 

Co.  (ACTWU). 

J.  Wiss  &  Sons  Co.  (Ameri-  Newark,  N J . .«.. 

can  Federation  of  Labor  St 
Organizations). 

Do .  Maplewood.  N.J . . . 

Lebow  Brothers,  Inc.  Baltimore,  M(L . 

(ACTWU). 

Munsingwear.  Inc.  Ashland.  Wis - - 

(ACTWU). 

Novelty  Footwear,  Inc.  Port  Jervis,  N.T _ 

(R.C.I.U.). 

Ronson  (^rp.  of  Delaware  Ogletown,  Del . 

(lAMdcW). 

RTE  Corp.  (workers) _ ... _  Waukesha.  Wis _ 

T.  I.  Swartz  A  Sons,  Inc.  Baltimore,  Md . . 

(ACTWU). 


Jan.  19.  1978 
Feb.  21. 1978 
Feb.  24. 1978 

_ do . 

Feb.  21. 1978 

. . do . 

Feb.  24. 1978 

. . do . 

Feb.  1, 1978 
Feb.  21. 1978 


Jan.  9. 1978 
Jan.  24. 1978 
Feb.  21.  1978 

. . do . 

Jan.  24. 1978 

Feb.  7. 1978 

Feb.  21. 1978 

Feb.  16. 1978 

Jan.  29. 1978 
Jan.  24. 1978 


TA-W-3.291  Buttons. 

TA-W-3.292  Men’s  tailored  clothing. 

TA-W-3,293  Farm  implements  such  as  scissors,  knves,  metal  masters, 
snip  shears  and  pinking  shears  and  garden  tools. 


TA-W-3.294 

TA-W-3,295 


TA-W-3,296 


TA-W-3.  297 


Do. 

Men’s  tailoring  clothing. 

Men’s  and  boys’  knitted  sport  shirts. 
Women’s  footwear. 


TA-W-3.298  Lighters,  hairdryers,  electric  can  openers,  electric  knives 
and  blenders. 

TA-W-3,299  Transformers  used  to  change  electrical  volts  and  currents. 
TA-W-3,300  Men’s  tailored  clothing. 


[FR  Doc.78-7058  FUed,  3-16-78;  8:45  am] 
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[4510-28] 

INVESTIGATIONS  REGARDING  CERTIFICA¬ 
TIONS  OF  ELIGIRIUTY  TO  APPLY  FOR 
WORKER  ADJUSTMENT  ASSISTANCE 

Petitions  have  been  filed  with  the 
Secretary  of  Labor  under  section 
221(a)  of  the  Trade  Act  of  1974  (“the 
Act”)  and  are  identified  in  the  Appen¬ 
dix  to  this  notice.  Upon  receipt  of 
these  petitions,  the  Director  of  the 
Office  of  Trade  Adjustment  Assis¬ 
tance.  Bureau  of  International  Labor 
Affairs,  has  instituted  investigations 
pursuant  to  section  221(a)  of  the  Act 
and  29  CFR  90.12. 

The  purpose  of  each  of  the  investi¬ 
gations  is  to  determine  whether  abso¬ 
lute  or  relative  increases  of  imports  of 
articles  like  or  directly  competitive 
with  articles  produced  by  the  workers’ 
firm  or  an  appropriate  subdivision 
thereof  have  contributed  importantly 


to  an  absblute  decline  in  sales  or  pro¬ 
duction.  or  both,  of  such  firm  or  subdi¬ 
vision  and  to  the  actual  or  threatened 
total  or  partial  separation  of  a  signifi¬ 
cant  number  or  proportion  of  the 
workers  of  such  firm  or  subdivision. 

Petitioners  meeting  these  eligibility 
requirements  will  be  certified  as  eligi¬ 
ble  to  apply  for  adjustment  assistance 
under  Title  II,  Chapter  2,  of  the  Act  in 
accordance  with  the  provisions  of  Sub¬ 
part  B  of  29  CFR  Part  90.  The  investi¬ 
gations  will  further  relate,  as  appro¬ 
priate,  to  the  determination  of  the 
date  on  which  total  or  partial  separa¬ 
tions  began  or  threatened  to  begin  and 
the  subdivision  of  the  firm  involved. 

Pursuant  to  29  CFR  90.13,  the  peti¬ 
tioners  or  any  other  persons  showing  a 
substantial  interest  in  the  subject 
matter  of  the  investigations  may  re¬ 
quest  a  public  hearing;  Provided,  Such 
request  in  filed  in  writing  with  the  Di¬ 
rector,  Office  of  Trade  Adjustment  As- 
Appendix 


sistance,  at  the  address  shown  below, 
not  later  than  March  27. 1978. 

Interested  persons  are  invited  to 
submit  written  comments  regarding 
the  subject  matter  of  the  investiga¬ 
tions  to  the  Director,  Office  of  Trade 
Adjustment  Assistance  at  the  address 
shown  below,  not  later  than  March  27, 
1978. 

The  petitions  filed  in  this  case  are 
available  for  inspection  at  the  Office 
of  the  Director,  Office  of  Trade  Ad¬ 
justment  Assistance.  Bureau  of  Inter¬ 
national  Labor  Affairs,  U.S.  Depart¬ 
ment  of  Labor.  200  Constitution 
Avenue  NW..  WaushingtOIl,  D.C.  2021G. 

Signed  at  Washington,  D.C.,  this  7th 
day  of  March  1978. 


Mjwvin  M.  Fooks, 
uirector.  Office  of 
Trade  Adjustment  Assistance. 


PetiUoner:  Union/workers  or 
former  workers  of— 

Location 

Date  received 

Date  of 
petition 

..  Feb.  21,  1978 

Jan.  24. 1978 

Brownins  Laboratories.  Inc. 
(workers). 

Davis  4c  Purber  BCachine  Co. 
(company). 

Oulant  St  MasUn,  Inc. 
(ACTWU). 

OICC,  Delco  Battery  Plant, 

Laconia.  N.H . 

North  Andover,  Mass . 

Brooklyn.  N.Y . 

..  Feb.  27. 1978 

. do . 

Feb.  6.  1978 

Feb.  17.  1978 

Feb.  20,  1978 

Jan.  31.  1978 

Muncie,  Ind . . — . 

..  Feb.  27. 1978 

Feb.  1. 1978 

Delco-Remy  Division 

(workers). 

..  Feb.  21. 1978 

Jan.  24.  1978 

(ACTWU). 

Imperial  Pants  Co. 

(ACTWU). 

Feb.  8. 1*978 

Jan.  31. 1978 

Baltimore.  Md . 

.  Feb.  21. 1978 

Jan.  24. 1978 

,.  .».»do . 

. do . 

duett  Peabody  (ACTWU). 

. do . 

. do . 

. „.do . 

. do . 

....^do . 

..  Feb.  27.  1978 

Feb.  15. 1978 

Linden  Manufacturing.  Inc. 
(workers). 

Mavest.  Inc.  St  Modem  Man- 

. . „do . 

Feb.  21. 1978 

Timonium,  Md . 

..  Feb.  21.  1978 

Jan.  24.  1978 

Petition  No. 


Articles  produced 


Do. 

Do. 


[FR  Doc.  78-7059  Piled  3-16-78;  8:45  am] 


[4510-28] 

[TA-W-2161  etc.] 

PERENNIAL  PRINT  WORKS,  INC  ET  AL 

Negcrtlv*  Determination  Re9arding  Applketien 
for  Reconsideration 

Perennial  Print  Works,  Inc.,  Pater¬ 
son,  N.J.  (TA-W-2161):  Applikay  Tex¬ 
tile  Process  Corp.,  Passaic,  N.J.  (TA¬ 
W-2186);  Bouquet  Screen  Printing. 
Inc.,  Passaic,  N.J.  (TA-W-2187);  Stan¬ 
dard  Dyeing  Co.,  Paterson.  N.J.  (TA¬ 
W-2227);  Great  Eastern  'Textile  Co.. 
Mahwah,  N.J.  (TA-W-2244). 

On  January  24,  1978,  the  Amalga¬ 
mated  Clothing  Sc  Textile  Workers 
Union  requested  administrative  recon¬ 


sideration  of  the  Department  of 
Labor’s  negative  determinations  re¬ 
garding  eligibility  to  apply  for  worker 
adjustment  assistance  in  the  case  of 
worker  groups  in  five  printing  and 
dyeing  firms  in  New  Jersey.  These  de¬ 
terminations  were  published  in  the 
Federal  Register  respectively  on  Jan¬ 
uary  6,  1978  (43  FR  1149),  December  6. 
1977  (42  FR  61673),  December  6.  1977 
(42  FR  61675),  December  30,  1977  (42 
FR  65323),  and  January  6,  1978  (43  FR 
1146). 

Pursuant  to  29  CFR  90.18(c),  recon¬ 
sideration  may  be  granted  under  the 
following  circumstances: 

(1)  If  it  appears,  on  the  basis  of  facts 
not  previously  considered,  that  the  de¬ 


termination  complained  of  was  errone¬ 
ous; 

(2)  If  it  appears  that  the  determina¬ 
tion  complained  of  was  based  on  a  mis¬ 
take  in  the  determination  of  facts  pre¬ 
viously  considered;  or 

(3)  If.  in  the  opinion  of  the  Certify¬ 
ing  Officer,  a  misinterpretation  of 
facts  or  of  the  law  justifies  reconsider¬ 
ation  of  the  decision. 

The  only  issue  of  substance  raised 
by  the  Amalgamated  CHothing  Sc  Tex¬ 
tile  Workers  Union  in  these  cases  was 
that  the  Department  had  used  import 
categories  in  evaluating  the  increased 
imports  test  of  section  222(3)  of  the 
Trade  Act  of  1974,  which  were  too 
broad  and  that  the  Department 
should  have  confined  itself  to  catego- 
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ries  which  were  “in  direct  competi¬ 
tion”  with  the  articles  which  each  in¬ 
dividual  company  produced. 

With  respect  to  the  petition  submit¬ 
ted  by  workers  of  Great  Eastern  Tex¬ 
tile  Co.  of  Mahwah,  N.J.,  TA-W-2244, 
information  had  earlier  and  separately 
come  to  the  Department  of  Labor’s  at¬ 
tention  suggesting  the  appropriateness 
of  a  reopening  of  its  investigation. 
That  re-investigation  developed  data 
warranting  issuance  of  a  certification. 
However,  the  data  developed  was  spe¬ 
cific  to  that  case  and  does  not  bear  on 
the  issue  raised  by  the  Amalgamated 
Clothing  &  Textile  Wcrters  Union  in 
its  request  for  reconsideration.  There¬ 
fore.  consideration  of  that  case  is  ex¬ 
cluded  from  the  Department’s  re¬ 
sponse  to  the  subject  application. 

In  evaluating  the  application  for  re¬ 
consideration,  the^  Department  re¬ 
viewed  the  import  categories  it  had 
used  in  its  original  investigation  and 
found  that  there  were  certain  deficien¬ 
cies  in  them.  Since  flocking  is  a  spe¬ 
cialized  process,  it  was  decided  to 
delete  flocked  fabric.  Greige  goods 
were  also  dropped,  while  bleached 
faerie  was  added  to  the  categories  of 
like  or  directly  competitive  articles. 

The  revised  import  categories,  which 
include  dyed  and  printed,  woven  and 
knit  fabric  of  cotton  and  man  mades, 
showed  imports  increasing  by  14  per¬ 
cent  in  1976  and  by  4  percent  in  the 
first  half  of  1977  compared  to  the 
same  period  in  1976. 

The  determination  to  deny  the 
workers’  petitions,  however,  was  not 
based  on  the  finding  that  imports  had 
not  increased  over  the  relevant  time 
period.  Rather,  the  Department’s  de¬ 
terminations  to  deny  these  petitions 
were  based  on  the  finding  that  in¬ 
creased  imports  had  not  contributed 
importantly  to  worker  separations  at 
the  petitioning  plants.  The  Depart¬ 
ment  based  its  determinations  on  a 
survey  of  converters  who  are  custom¬ 
ers  of  the  dyeing  and  printing  firms 
and  of  manufacturers  who  are  custom¬ 
ers  of  the  converters.  The  result  of 
these  customer  surveys  indicated  only 
minor  import  competition.  The  print¬ 
ing  and  dyeing  industry  is  marked  by  a 
very  low  import  penetration  ratio.  The 
Department’s  findings  with  respect  to 
customers  surveyed  during  the  investi¬ 
gation  were  consistent  with  the  low 
import  penetration  ratio. 

In  summary,  even  if  the  Department 
were  to  concede  the  point  that  in  cer¬ 
tain  circumstances  it  wuld  be  more  ap¬ 
propriate  to  use  narrower  categories  of 
imports,  to  do  so  in  these  cases  would 
have  no  effect  on  the  outcome. 

Conclusion 

After  review  of  the  applications  and 
the  investigative  files,  I  conclude  that 
there  has  been  no  error  or  misinter¬ 
pretation  of  fact  or  misinterpretation 
of  the  law  which  would  justify  recon¬ 


sideration  of  the  Department  of 
Labor’s  prior  decisions.  The  applica¬ 
tions  are.  therefore,  denied. 

Signed  at  Washington,  D.C.,  this  9th 
day  of  March  1978. 

James  F.  Taylor, 
Director,  Office  of  Management, 
Administration  and  Planning. 

[FR  Doc.  78-7057  Piled  3-16-78;  8:45  am] 

[4510-23] 

ADVISORY  COMMITTEE  TO  REVIEW  ADVISORY 

METAL  AND  NONMETALUC  MINE  HEALTH 

A.*iD  SAFfTY  standards 

Meeting 

Pursuant  to  section  301(b)(2)  of  the 
Federal  Mine  Safety  and  Health 
Amendments  Act  of  1977,  Pub.  L.  95- 
164,  enacted  November  9,  1977,  notice 
is  hereby  given  that  the  Advisory 
Committee  To  Review  Advisory  Metal 
and  Nonmetallic  Mine  Health  and 
Safety  Standards  which  met  in  Wash¬ 
ington,  D.C..  March  6-10,  1978,  will 
continue  its  meeting  beginning  ’Tues¬ 
day,  April  4,  1978,  through  Friday, 
April  7, 1978. 

Meetings  will  be  held  ’Tuesday 
through  Friday  starting  at  9  a.m.  local 
time  until  the  conclusion  of  the  meet¬ 
ing  each  day.  at  the  Desert  Inn,  1 
North  Freeway  at  Congress,  ’Tucson, 
Ariz.  85705.  The  meetings  of  the  Advi¬ 
sory  Committee  are  open  to  the  public 
and  approximately  50  seats  will  be 
available  on  a  first-come  first-served 
basis.  Any  member  of  the  public  may 
file  a  written  statement  with  the  Advi¬ 
sory  Committee  before  and  during  the 
public  meetings.  The  Committee 
Chairman,  if  he  deems  it  appropriate, 
may  permit  members  of  the  public  to 
present  oral  statements  at  the  meet¬ 
ings. 

Copies  of  the  committee  agenda  are 
available  for  examination  by  the 
public  at  the  office  of,  and  all  written 
statements,  comments,  and  inquiries 
should  be  addressed  to  Frank  J.  De- 
limba.  Executive  Secretary,  Room  703, 
Ballston  Tower  No.  3,  4015  Wilson 
Boulevard.  Arlington,  Va.  22203,  tele¬ 
phone  703-235-8597. 

Dated:  March  15, 1978. 

Robert  B.  Lagather, 
Assistant  Secretary  for 
Mine  Safety  and  Health. 

[FR  Doc.  78-7236  Piled  3-16-78;  8:45  am] 


[4510-28] 

(TA-W-2790] 

AETNA  nPE  PRODUCTS  CO.  OF  ILUNOIS, 
CHICAGO,  ILL 

Negative  Determination  Regarding  Eligibility 
To  Apply  for  Worker  Adjustment  Assistance 

In  accordance  with  Section  223  of 
the  Trade  Act  of  1974  the  Department 


of  Labor  herein  presents  the  results  of 
TA-W-2790:  Investigation  regarding 
certification  of  eligibility  to  apply  for 
worker  adjustment  assistance  as  pre¬ 
scribed  in  section  222  of  the  Act. 

The  investigation  was  initiated  on 
December  21,  1977  in  response  to  a 
worker  petition  received  on  December 
9,  1977  which  was  filed  by  the  United 
Steelworkers  of  America  on  behalf  of 
workers  and  former  workers  producing 
carbon  steel  products  at  the  Armitage 
Avenue  and  West  Lake  Street  plants 
of  Aetna  Pipe  Products  Co.  of  Illinois. 
Chicago,  Ill. 

The  notice  of  investigation  was  pub¬ 
lished  in  the  Federal  Register  on  Jan¬ 
uary  10.  1978  (43  FR  1556).  No  public 
hearing  was  requested  and  none  was 
held. 

The  information  upon  which  the  de¬ 
termination  was  made  was  obtained 
principally  from  officials  of  Aetna 
Pipe  Products  Co.,  its  customers,  the 
U.S.  Department  of  Commerce,  the 
U.S.  International  ’Trade  Commission, 
industry  analysts  and  Department 
files. 

In  order  to  make  an  affirmative  de¬ 
termination  and  issue  a  certification  of 
eligibility  to  apply  for  adjustment  as¬ 
sistance,  each  of  the  group  eligibility 
requirements  of  Section  222  of  the 
’Trade  Act  of  1974  must  be  met.  With¬ 
out  regard  to  whether  any  of  the 
other  criterion  have  been  met,  the  fol¬ 
lowing  criterion  has  not  been  met: 

that  sales  or  production,  or  both,  of  such 
firm  or  subdivision  have  decreased  absolute¬ 
ly: 

The  Department’s  investigation  re¬ 
vealed  that  company  sales  and  produc¬ 
tion  increased  from  1975  to  1976  and 
continued  to  increase  in  1977  com¬ 
pared  to  1976. 

Conclusion 

After  careful  review  of  the  facts  ob¬ 
tained  in  the  investigation,  I  conclude 
that  all  workers  at  the  Armitage 
Avenue  and  West  Lake  Street  facilities 
of  Aetna  Pipe  Products  Co.  of  Illinois, 
Chicago,  Ill.  are  not  eligible  to  apply 
for  adjustment  assistance  under  ’Title 
II,  Chapter  2  of  the  ’Trade  Act  of  1974. 

Signed  at  Washington,  D.C.,  this 
10th  day  of  March  1978. 

Harry  Grubert, 
Director,  Office  of 
Foreign  Economic  Research. 

[FR  Doc.  78-7179  Filed  3-16-78;  8:45  am] 


[4510-28] 

[TA-W-2810] 

ANACONDA  CO.,  ARBITER  PLANT, 
ANACONDA,  MONT. 

Cartification  Ragarding  Eligibility  To  Apply  for 
Worker  Adjuctmant  Atsidonca 

In  accordance  with  Section  223  of 
the  Trade  Act  of  1974  the  Department 
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of  Labor  herein  presents  the  results  of 
TA-W-2810:  Investigation  regarding 
certification  of  eligibility  to  apply  for 
worker  adjustment  assistance  as  pre¬ 
scribed  in  Section  222  of  the  Act. 

The  investigation  was  initiated  on 
December  27,  1977  in  response  to  a 
worker  petition  received  on  December 
9,  1977  which  was  filed  on  behalf  of 
workers  formerly  producing  refined 
copper  cathodes  at  the  Arbiter  Plant 
of  The  Anaconda  Co.  in  Anaconda. 
Mont. 

The  notice  of  investigation  was  pub¬ 
lished  in  the  Federal  Register  on  Jan¬ 
uary  10,  1978  (43  FR  1555).  No  public 
hearing  was  requested  and  none  was 
held. 

The  information  upon  which  the  de¬ 
termination  was  made  was  obtained 
principally  from  officials  of  The  Ana¬ 
conda  Co.,  its  customers,  the  U.S.  De¬ 
partment  of  Commerce,  the  U.S.  Inter¬ 
national  Trade  Commission,  the  U.S. 
Department  of  the  Interior,  “Metals 
Week,  Metal  Bulletin,  American 
Metals  Market,”  industry  analysts  and 
Department  files. 

In  order  to  make  an  affirmative  de¬ 
termination  and  issue  a  certification  of 
eligibility  to  apply  for  adjustment  as¬ 
sistance.  each  of  the  group  eligibility 
requirements  of  Section  222  of  the 
Trade  Act  of  1974  must  be  met.  It  is 
concluded  that  all  of  the  requirements 
have  been  met. 

U.S.  imports  of  refined  copper  in¬ 
creased  from  147  thousand  short  tons 
in  1975  to  384  thousand  short  tons  in 
1976.  U.S.  imports  declined  from  313 
thousand  short  tons  in  the  first  three 
quarters  of  1976  to  275  thousand  short 
tons  in  the  first  three  quarters  of  1977. 
U.S.  imports  increased  from  101  thou¬ 
sand  short  tons  in  the  third  quarter  of 

1976  to  111  thousand  short  tons  in  the 
third  quarter  of 1977. 

The  ratio  of  Imported  copper  to  do¬ 
mestic  production  increased  from  8.6 
percent  in  1975  to  21.0  percent  in  1976. 
The  ratio  of  imports  to  domestic  pro¬ 
duction  declined  from  23.9  percent  in 
the  first  6  months  of  1976  to  14.8  per¬ 
cent  in  the  first  6  months  of  1977. 

While  imports  of  refined  copper  had 
increased  by  161  percent  in  1976  com¬ 
pared  to  1975,  domestic  demand  in¬ 
creased  at  only  a  fraction  of  that  rate. 
Inventory  levels  of  domestic  and  im¬ 
ported  copper  on  consignment  at  do¬ 
mestic  refineries  in  December  1976 
were  31.4  percent  above  December 
1975  levels  and  were  143.2  percent 
above  December  1974  levels.  Anaconda 
and  other  domestic  producers  of  re¬ 
fined  copper  lost  substantial  sales  in 

1977  because  of  the  excessive  inven¬ 
tories  of  domestic  and  imported  re¬ 
fined  copper. 

Imports  of  copper  are  affected  by 
the  differential  between  the  domestic 
price  of  copper  established  by  Comex 
(Commodity  Metal  Exchange)  and  the 
price  established  by  the  LME  (London 


Metals  Exchange).  When  the  LME 
price  drops  more  than  the  estimated 
transportation  costs  of  5  to  8  cents  per 
pound  below  the  Comix  price,  the 
demand  for  imported  copper  increases. 
During  May  and  June  1977  the  LME 
price  was  almost  11  cents  per  pound 
below  the  Comex  price  and  in  July 
and  August  1977  the  LME  price  was 
almost  12  cents  per  pound  below  the 
Comex  price.  At  the  same  time,  the 
abundant  supply  of  copper  stocks  in 
the  forseeable  future  provides  no 
reason  for  domestic  consumers  of 
copper  to  maintain  ties  with  domestic 
producers  for  purposes  of  a  guarantee 
against  copper  shortages.  Consequent¬ 
ly,  in  the  third  quarter  of  1977,  when 
many  domestic  copper  producers  cur¬ 
tailed  production  because  of  the  de¬ 
pressed  market  price  for  copper,  im¬ 
ports  of  refined  copper  increased  9.9 
percent  compared  to  the  third  quarter 
of  1976. 

Price  pressure  from  imported  copper 
has  reduced  the  ability  to  profitably 
mine  domestic  ore  and  convert  it  to 
copper  concentrates  and  precipitates 
and  then  to  refined  copper.  Industry 
sources  state  that  the  weighted  aver¬ 
age  production  costs  of  the  lowest  cost 
domestic  copper  mines  are  63  cents  per 
pound.  The  weighted  average  costs  for 
the  highest  cost  domestic  copper 
mines  are  $1.05  per  pound.  Thus,  with 
a  current  domestic  market  price  of  60 
cents  per  pound,  dometic  producers 
lose,  on  the  average.  3  to  45  cents  on 
each  pound  of  copper  they  choose  to 
sell. 

Anaconda  Co.’s  decision  to  layoff 
workers  and  reduce  it  mining  oper¬ 
ations  was  based  mainly  on  an  attempt 
to  minimize  losses  which  the  company 
could  not  avoid  were  it  to  nm  at 
normal  production  levels  at  the  cur¬ 
rent  market  prices  for  copper. 

Comments  made  by  customers  pur¬ 
chasing  copper  from  Anaconda  Co. 
substantiate  the  fact  that  increased 
imports  have  contributed  importantly 
to  record  inventory  levels  which  have 
driven  the  price  of  domestic  copper 
below  the  level  at  which  many  domes¬ 
tic  firms  can  profitably  produce 
copper. 

Conclusion 

After  careful  revie  of  the  facts  ob¬ 
tained  in  the  investigation,  I  conclude 
that  increases  of  imports  of  articles 
like  or  directly  competitive  with  re¬ 
fined  copper  produced  at  the  Arbiter 
Plant  of  the  Anaconda  Co.  contributed 
importantly  to  the  decline  in  produc¬ 
tion  and  to  the  total  or  partial  separa¬ 
tions  of  the  workers  of  that  plant.  In 
accordance  with  the  provisions  of  the 
Act,  I  make  the  following  certification: 

All  workers  at  the  Arbiter  Plant  of  The 
Anaconda  Co.  in  Anaconda,  Mont,  who 
became  totally  or  partially  separated  from 
employment  on  or  after  December  9,  1977 
are  eligible  to  aply  for  adjustment  assis¬ 


tance  under  Title  II.  Chapter  2  of  the  Trade 
Act  of  1974. 

Signed  at  Washington.  D.C.  this 
10th  day  of  March  1978. 

Harry  Grubert, 
Director,  Office  of 
Foreign  Economic  Research. 

(PR  Doc.  78-7180  Piled  3-16-78;  8:45  am] 

[4510-28] 

tTA-W-2650) 

CHICOPEE  CLOTHING  MANUFACTURING  CO., 
CHICOPEE,  MASS. 

Cartifkatien  Regarding  Eligibility  To  Apply  For 
Wericar  Adjuttmant  Attitfanca 

In  accordance  with  Section  223  of 
the  Trade  Act  of  1974  the  Department 
of  Labor  herein  presents  the  results  of 
TA-W-2650:  Investigation  regarding 
certification  of  eligibility  to  apply  for 
worker  adjustment  assistance  as  pre¬ 
scribed  in  Section  222  of  the  Act. 

The  investigation  was  initiated  on 
November  23,  1977,  in  response  to  a 
worker  petition  received  on  November 
14.  1977,  which  was  filed  by  the  Amal¬ 
gamated  Clothing  and  Textile  Work¬ 
ers  Union  on  behalf  of  workers  and 
former  workers  producing  women’s' 
coats  at  Chicopee  Clothing  Manufac¬ 
turing  Co.,  Chicopee,  Mass.,  a  division 
of  Davis  Sportswear,  Inc.,  Lawrence. 
Mass.  A  previous  worker  petition  (TA¬ 
W-731)  was  denied  in  a  determination 
signed  on  August  5, 1976. 

The  notice  of  investigation  was  pub¬ 
lished  in  the  Federal  Register  on  De¬ 
cember  6,  1977  (42  FR  61695).  No 
public  hearing  waa  requested  and  none 
was  held. 

The  information  upon  which  the  de¬ 
termination  was  made  was  obtained 
principally  from  officials  of  Davis 
Sportswear,  Inc.,  its  customers,  the 
U.S.  Department  of  Commerce,  the 
U.S  International  Trade  Commission, 
the  National  Cotton  Council  of  Amer¬ 
ica,  industry  analysts  and  Department 
files. 

In  order  to  make  an  affirmative  de¬ 
termination  and  issue  a  certification  of 
eligibility  to  apply  for  adjustment  as¬ 
sistance,  each  of  the  group  eligibility 
requirements  of  Section  222  of  the 
'Trade  Act  of  1974  must  be  met.  It  is 
concluded  that  all  of  the  requirements 
have  been  met. 

Imports  of  women’s,  misses’  and 
children’s  coats  and  Jackets  increased 
in  1975  to  1,517,000  dozen,  increased  in 
1976  to  2,252,000  dozen  and  increased 
to  2,081,000  dozen  in  the  first  nine 
months  of  1977  compared  to  1,680,000 
dozen  for  the  same  period  of  1976.  The 
ratios  of  imports  to  domestic  produc¬ 
tion  and  consumption  increased  from 
38.9  percent  and  28.0  percent,  respec¬ 
tively,  in  1975  to  57.5  percent  and  36.5 
percent,  respectively,  in  1976. 

Imports  of  women’s,  misses’  and 
children’s  raincoats  increased  in  1975 
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to  191.000  dozen,  increased  in  1976  to 
261,000  dozen  and  then  declined  to 
180,000  dozen  in  the  first  nine  months 
of  1977  compared  to  182,000  dozen  for 
the  same  period  in  1976.  The  ratios  of 
imports  to  domestic  production  and 
consumption  increased  from  36.8  per¬ 
cent  and  26.9  percent,  respectively,  in 
1975  to  50.4  percent  and  33.5  percent, 
respectively,  in  1976. 

Imports  of  women’s,  misses’,  and 
children’s  coats  and  jackets  and  rain¬ 
coats  have  captured  an  increasing 
share  of  the  domestic  market,  as  evi¬ 
denced  by  the  significant  import/do¬ 
mestic  production  and  consumption 
ratios.  For  coats  and  jackets,  as  well  as 
raincoats,  imports  constituted  1  out  of 
every  3  coats  sold  in  the  U.S.  in  1976. 

Customers  who  purchased  women’s 
coats  from  Davis  Sportswear  who  were 
surveyed  indicated  that  they  de¬ 
creased  purchases  from  Davis  and  in¬ 
creased  purchases  of  imported 
women’s  coats,  both  directly  and  indi¬ 
rectly. 

Conclusion 

After  careful  review  of  the  facts  ob¬ 
tained  in  the  investigation,  I  conclude 
that  increases  of  imports  of  articles 
like  or  directly  competitive  with 
women’s  coats  produced  at  Chicopee 
Clothing  Manufacturing  Co..  Chico¬ 
pee,  Mass.,  contributed  importantly  to 
the  decline  in  sales  or  production  and 
to  the  total  or  partial  separations  of 
workers  at  that  plant.  In  accordance 
with  the  provisions  of  the  Act.  I  make 
the  following  certification: 

All  workers  at  Chicopee  Clothing  Manu¬ 
facturing  Co..  Chicopee,  Mass.,  who  became 
totally  or  partially  separated  from  employ¬ 
ment  on  or  after  November  10,  1976,  are  eli¬ 
gible  to  i4>ply  for  adjustment  assistance 
under  Title  II,  Chapter  2  of  the  Trade  Act 
of  1974. 

Signed  at  Washington.  D.C.,  this 
10th  day  of  March  1978. 

Harry  Grubert, 
Director,  Office  of  Foreign 
Economic  Research. 

[FR  Doc.  78-7181  Filed  3-16-78;  8:45  am] 


[4510-28] 

[TA-W-2546] 

CRANWOOD  trucking  CO.,  INC, 
CLEVELAND,  OHIO 

Nagetiva  Datanainotion  Ragording  Eligibility 

To  Apply  for  Worfcar  Adimtinaiit  Assistonca 

In  accordance  with  Section  223  of 
the  Trade  Act  of  1974  the  Department 
of  Labor  herein  presents  the  results  of 
.TA-W-2546:  Investigation  regarding 
certification  of  eligibility  to  apply  for 
worker  adjustment  assistance  as  pre¬ 
scribe  in  Section  222  of  the  Act. 

The  investigation  was  initiated  on 
November  1,  1977,  in  response  to  a 
worker  petition  received  on  October 


27,  1977,  which  was  filed’  on  behalf  of 
workers  and  former  workers  engaged 
in  employment  related  to  transporting 
coke  and  slag  at  the  Cranwood  Truck¬ 
ing  Co,  Inc.,  Cleveland,  Ohio. 

The  notice  of  investigation  was  pub¬ 
lished  in  the  Federal  Register  on  No¬ 
vember  15.  1977  (42  FR  59131).  No 
public  hearing  was  requested  and  none 
was  held. 

The  information  upon  which  the  de¬ 
termination  was  made  was  obtained 
principaly  from  officials  of  the  Cran- 
wrod  Trucking  Co.,  Inc.  and  Depart¬ 
ment  files. 

In  order  to  make  an  affirmative  de¬ 
termination  and  issue  a  certification  of 
eligibility  to  apply  for  adjustment  as¬ 
sistance.  each  of  the  group  eligibility 
requirements  of  Section  222  of  the  Act 
must  be  met.  The  Department  has  de¬ 
termined  that  services  are  not  "arti¬ 
cles”  within  the  meaning  of  Section 
222  of  the  Act,  and  that  independent 
firms  for  which  the  subject  firm  pro¬ 
vides  sendees  cannot  be  considered  to 
be  the  “workers’  firm.” 

The  Department’s  investigation  re¬ 
vealed  that  the  Cranwood  Trucking 
Co.,  Inc.,  is  a  transport  firm  which  op¬ 
erates  a  terminal  in  Cleveland.  Ohio, 
and  a  terminal  in  Buffalo,  N.Y.  Found¬ 
ed  in  1937,  and  incorporated  in  Ohio 
in  1959,  the  Company  has  no  parent 
company  and  no  subsidiaries.  The  firm 
is  licensed  and  regulated  by  the  Inter¬ 
state  Commerce  Commission  as  a  con¬ 
tract  carrier  and  as  a  common  carrier. 

The  Cranwood  Trucking  Co.  trans¬ 
ports  coke.  Workers  at  the  firm  are  en¬ 
gaged  in  transport  operations  and  per¬ 
form  no  production  operations. 

Workers  at  the  Cranwood  Trucking 
Co..  Inc.,  transport  coke  and  do  not 
produce  an  article  within  the  meaning 
of  Section  222(3)  of  the  Act.  This  De¬ 
partment  has  already  determined  that 
the  performance  of  services  is  not  cov¬ 
ered  by  the  adjustment  assistance  pro¬ 
gram.  See  Notice  of  Determination  in 
“Pan  American  World  Airways,  Incor¬ 
porated  (TA-W-153.  40  FR  54639). 
The  question  in  this  case  is  whether 
any  customers  of  the  Cranwood 
Trucking  Co.,  i.e.,  firms  which  produce 
an  article  (namely  steel)  and  for  whom 
the  service  is  provided,  can  be  consid¬ 
ered  the  “workers’  firm.”  See  Notice  of 
Determination  in  “Nu-Car  Driveaway, 
Incorporated”  (TA-W-393,  41  FR 

12749). 

Cranwood  ’Trucking  Co.,  Inc.,  is  not 
financially,  corporately,  or  otherwise 
involved  in  the  business  of  any  of  its 
customers.  The  workers  on  whose 
behalf  this  petition  was  filed  were 
hired  and  are  paid  by  and  subject  to 
the  control  of  Oanwood  Trucking  Co., 
personnel  only.  All  employment  bene¬ 
fits  are  provided  and  maintained  by 
the  Cranwood  ’Trucking  Co.,  Inc. 
Thus,  Cranwood  Trucking  Co.  must  be 
considered  the  workers’  firm. 


Conclusion 

After  careful  review,  I  conclude  that 
all  workers  at  the  Cranwood  Trucking 
Co..  Inc.,  Cleveland.  Ohio,  are  denied 
eligibility  to  apply  for  adjustment  as¬ 
sistance  under  Title  II,  Chapter  2  of 
the  Trade  Act  of  1974. 

Signed  at  Washington,  D.C..  this 
10th  day  of  March  1978. 

James  F.  Taylor, 
Director,  Office  of  Management, 
Administration,  and  Planning. 

[FR  Doc.  78-7182  Filed  3-16-78;  8:45  am) 


[4510-28] 

[TA-W-2667] 

DAVIS  SPORTSWEAR,  INC,  LAWRENCE,  MASS. 

Certification  Ragording  Eligibility  To  Apply  for 
Woricor  Adjuttmont  Auistonco 

In  accordance  with  Section  223  of 
the  Trade  Act  of  1974  the  Department 
of  Labor  herein  presents  the  results  of 
TA-W-2667:  Investigation  regarding 
certification  of  eligibility  to  apply  for 
worker  adjustment  assistance  as  pre¬ 
scribed  in  Section  222  of  the  Act. 

The  investigation  was  initiated  on 
November  29,  1977,  in  response  to  a 
worker  petition  received  on  November 
23.  1977,  which  was  filed  on  behalf  of 
workers  and  former  workers  producing 
women’s  coats  at  Davis  Sportswear, 
Inc.,  Lawrence,  Mass.  The  investiga¬ 
tion  revealed  that  Davis  is  the  parent 
company  and  divisional  office  for  its 
manufacturing  facilities  which  pro¬ 
duce  women’s  coats. 

The  notice  of  investigation  was  pub¬ 
lished  in  the  Federal  Register  on  De¬ 
cember  16,  1977  (42  FR  63486).  No 
public  liearing  was  requested  and  none 
was  held. 

The  information  upon  which  the  de¬ 
termination  was  made  was  obtained 
principally  from  officials  of  Davis 
Sportswear.  Inc.,  its  customers,  the 
U.S.  Department  of  Commerce,  the 
U.S.  International  Trade  Commission, 
the  National  Cotton  Council  of  Amer¬ 
ica,  industry  analysts  and  Department 
files. 

In  order  to  make  an  affirmative  de¬ 
termination  and  issue  a  certification  of 
eligibility  to  apply  for  adjustment  as¬ 
sistance.  each  of  the  group  eligibility 
requirements  of  Section  222  of  the 
Trade  Act  of  1974  must  be  met.  It  is 
concluded  that  all  of  the  requirements 
have  been  met. 

Imports  of  women’s,  misses’  and 
children’s  coats  and  jackets  increased 
in  1975  to  1,517,000  dozen,  increased  in 
1976  to  2,252,000  dozen  and  increased 
to  2,081,000  dozen  in  the  first  nine 
months  of  1977  compared  to  1,680,000 
dozen  for  the  same  period  of  1976.  The 
ratios  of  imports  to  domestic  produc¬ 
tion  and  consumption  increased  from 
38.9  percent  and  28.0  percent,  respec¬ 
tively.  in  1975  to  57.5  percent  and  36.5 
percent,  respectively,  in  1976. 
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Imports  of  women’s,  misses’  and 
chil(^en’s  raincoats  increased  in  1975 
to  191,000  dozen,  increased  in  1976  to 
261,000  dozen  and  then  declined  to 
180,000  dozen  in  the  first  nine  months 
of  1977  compared  to  182,000  dozen  for 
the  same  period  in  1976.  The  ratios  of 
imports  to  domestic  production  and 
consumption  increased  from  36.8  per¬ 
cent  and  26.9  percent,  respectively,  in 
1975  to  50.4  percent  and  33.5  percent, 
resectively,  in  1976. 

Imports  of  women’s,  misses,  and 
children’s  coats  and  Jackets  and  rain¬ 
coats  have  captured  an  increasing 
share  of  the  domestic  market,  as  evi¬ 
denced  by  the  significant  import/do¬ 
mestic  production  and  consumption 
ratios.  For  coats  and  jackets,  as  well  as 
raincoats,  imports  constituted  1  out  of 
every  3  coats  sold  in  the  U.S.  in  1976. 

Customers  who  purchased  women’s 
coats  from  Davis  Sportswear  who  were 
surveyed  indicated  that  they  de¬ 
creased  purchases  from  Davis  and  in¬ 
creased  purchases  of  imported 
women’s  coats,  both  directly  and  indi¬ 
rectly. 

Conclusion 

After  careful  review  of  the  facts  ob¬ 
tained  in  the  investigation,  I  conclude 
that  increases  of  imports  like  or  direct¬ 
ly  competitive  with  women’s  coats  pro¬ 
duced  at  Davis  Sportswear,  Inc.,  Law¬ 
rence,  Mass.,  contributed  importantly 
to  the  decline  in  sales  or  production 
and  to  the  total  or  partial  separation 
of  the  workers  of  that  firm.  In  accor¬ 
dance  with  the  provisions  of  the  Act,  I 
make  the  following  certification; 

All  workers  at  Davts  Sportswear,  Inc., 
Lawrence.  Mass.,  and  the  sales  office  in 
Boston,  Mass.,  who  became  totally  or  par¬ 
tially  separated  from  employment  on  or 
after  September  1,  1977,  are  eligible  to 
apply  for  adjustment  assistance  imder  Title 
II,  Chapter  2  of  the  Trade  Act  of  1974. 

Signed  at  Washington,  D.C.,  this 
10th  day  of  March  1978. 

Harry  Grubert, 
Director,  Office  of 
Foreign  Economic  Research. 

[FR  Doc.  78-7183  Piled  3-16-78;  8:45  am] 


[4510-28] 

tTA-W-27971 

FAU  RIVER  CLOTHING  MANUFACTURING  CO., 
FAU  RIVER,  MASS. 

Certificatien  Regarding  Eligibility  To  Apply  for 
Werfcar  Adjustmant  Assistanc* 

In  accordance  with  Section  223  of 
the  Trade  Act  of  1974  the  Department 
of  Labor  herein  presents  the  results  of 
TA-W-2797:  Investigation  regarding 
certification  of  eligibility  to  apply  for 
worker  adjustment  assistance  as  pre¬ 
scribed  in  Section  222  of  the  Act. 

The  investigation  was  initiated  on 
December  21,  1977,  in  response  to  a 


worker  petition  received  on  November 
23,  1977,  which  was  filed  on  behalf  of 
workers  and  former  workers  producing 
women’s  coats  at  Fall  River  Clothing 
Manufacturing  Co..  Fall  River,  Mass., 
a  division  of  Davis  Sportswear.  Inc., 
Lawrence,  Mass. 

The  notice  of  investigation  was  pub¬ 
lished  in  the  Federal  Register  on  Jan¬ 
uary  10,  1978  (43  FR  1556).  No  public 
hearing  was  requested  and  none  was 
held. 

The  information  upon  which  the  de¬ 
termination  was  made  was  obtained 
principally  from  officials  of  Davis 
Sportswear,  Inc.,  its  customers,  the 
U.S.  Department  of  Commerce,  the 
U.S  International  ’Trade  Commi^ion, 
the  National  Cotton  Council  of  Amer¬ 
ica.  industry  analysts  and  Department 
files. 

In  order  to  make  an  affirmative  de¬ 
termination  and  issue  a  certification  of 
eligibility  to  apply  for  adjustment  as¬ 
sistance,  each  of  the  group  eligibility 
requirements  of  Section  222  of  the 
'Trade  Act  of  1974  must  be  met.  It  is 
concluded  that  all  of  the  requirements 
have  been  met. 

Imports  of  women’s,  misses’  and 
children’s  coats  and  jackets  increased 
in  1975  to  1,517,000  dozen,  increased  in 
1976  to  2,252,000  dozen  and  increased 
to  2,081,000  dozen  in  the  first  nine 
months  of  1977  compared  to  1,680,000. 
dozen  for  the  same  period  of  1976.  The 
ratios  of  imports  to  domestic  produc¬ 
tion  and  consumption  increased  from 
38.9  percent  and  28.0  percent,  respec¬ 
tively,  in  1975  to  57.5  percent  and  36.5 
percent,  respectively,  in  1976. 

Imports  of  women’s,  misses’  and 
children’s  raincoats  increased  in  1975 
to  191,000  dozen,  increased  in  1976  to 
261,000  dozen  and  then  declined  to 
180,000  dozen  in  the  first  nine  months 
of  1977  compared  to  182,000  dozen  for 
the  same  period  in  1976.  The  ratios  of 
imports  to  domestic  production  and 
consumption  increased  from  36.8  per¬ 
cent  and  26.9  percent,  respectively,  in 
1975  to  50.4  percent  and  33.5  percent, 
respectively,  in  1976. 

Imports  of  women’s,  misses’,  and 
children’s  coats  and  jackets  and  rain¬ 
coats  have  captured  an  increasing 
share  of  the  domestic  market,  as  evi¬ 
denced  by  the  significant  import/do¬ 
mestic  production  and  consumption 
ratios.  F^r  coats  and  jackets,  as  well  as 
raincoats,  imports  constituted  1  out  of 
every  3  coats  sold  in  the  U.S.  in  1976. 

Customers  who  purchased  women’s 
coats  from  Davis  Sportswear  who  were 
surveyed  indicated  that  they  de¬ 
creased  purchases  from  Davis  and  in¬ 
creased  purchases  of  imported 
women’s  coats,  both  directly  and  indi¬ 
rectly. 

Conclusion 

After  careful  review  of  the  facts  ob¬ 
tained  in  the  investigation,  I  conclude 
that  increases  of  imports  like  or  direct¬ 


ly  competitive  with  women’s  coats  pro- 
ducted  at  P^ll  River  Clothing  Manu¬ 
facturing  Co.,  Fall  River.  Mass.,  con¬ 
tributed  importantly  to  the  decline  in 
sales  or  production  and  to  the  total  or 
partial  separations  of  workers  at  that 
plant.  In  accordance  with  the  provi¬ 
sions  of  the  Act,  I  make  the  following 
certification; 

All  workers  at  Fall  River  (nothing  Manu¬ 
facturing  Co..  Fall  River,  Mass.,  who  became 
totally  or  partially  separated  from  employ¬ 
ment  on  or  after  November  21.  1976,  are  eli¬ 
gible  to  apply  for  adjustment  assistance 
under  Title  II,  Chapter  2  of  the  Trade  Act 
of  1974. 

Signed  at  Washington,  D.C..  this 
10th  day  of  March  1978. 

Harry  Grubert, 
Director,  Office  of  Foreign 
Economic  Research. 

[FR  Doc.  78-7184  FUed  3-16-78;  8:45  am] 


[4510-28] 

[TA-W-2620] 

GENERAL  ELECTRIC  CO.,  SYRACUSE,  N.Y. 

Nogotiv*  Datarminatien  Rogording  Eligibility 

To  Apply  for  Werfcar  Adjuttmant  Atsistanca 

In  accordance  with  Section  223  of 
the  Trade  Act  of  1974  the  Department 
of  Labor  herein  presents  the  results  of 
TA-W-2620;  Investigation  regarding 
certification  of  eligibility  to  apply  for 
worker  adjustment  assistance  as  pre¬ 
scribed  in  Section  222  of  the  Act. 

The  investigation  was  initiated  on 
November  17,  1977  in  response  to  a 
worker  petition  received  on  November 
7,  1977  which  was  filed  by  the  Interna¬ 
tional  Union  of  Electrical,  Radio  and 
Machine  Workers  on  behalf  of  work¬ 
ers  and  former  workers  producing  vidi- 
con  tubes  in  the  Imaging  Devices  Op¬ 
eration  at  the  Electronics  Park  com¬ 
plex  of  the  General  Electric  Co.,  Syra¬ 
cuse,  N.Y. 

’The  Notice  of  Investigation  was  pub¬ 
lished  in  the  Federal  Register  on  De¬ 
cember  13,  1977  (42  FR  62556).  No 
public  hearing  was  requested  and  none 
was  held. 

The  information  upon  which  the  de¬ 
termination  was  made  was  obtained 
principally  from  officials  of  the  Gen¬ 
eral  Electric  Company,  its  customer, 
the  U.S.  Department  of  Commerce, 
the  U.S.  International  ’Trade  Commis¬ 
sion,  industry  analysts  and  Depart¬ 
ment  files. 

In  order  to  make  an  affirmative  de¬ 
termination  and  issue  a  certification  of 
eligibility  to  apply  for  adjustment  as¬ 
sistance,  each  of  the  group  eligibility 
requirements  of  Section  222  of  the  Act 
must  be  met.  Without  regard  to 
whether  any  of  the  other  criteria  have 
been  met  the  following  criterion  has 
not  been  met; 

that  increases  of  imports  of  articles  like  or 
directly  competitive  with  articles  produced 
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by  the  firm  or  appropriate  subdivision  have 
contributed  importantly  to  the  separations, 
or  threat  thereof,  and  to  the  absolute  de¬ 
cline  in  sales  or  production. 

General  Electric’s  Imaging  Devices 
Operation  (IDO)  sells  vidicon  tubes 
for  three  general  markete:  U.S.  Gov¬ 
ernment  contractors,  DE’s  own  in- 
house  production  operations,  and 
other  domestic  users.  Since  1974,  ap¬ 
proximately  50  percent  of  all  vidicon 
tubes  produced  in  IDO  were  sold  to 
one  customer.  That  customer,  which 
used  the  vidicon  tube  in  a  missile  man¬ 
ufactured  for  the  U.S.  Government, 
purchases  all  of  the  vidicon  tubes  used 
in  that  missile  from  IDO.  The  custom¬ 
er  has  reduced  its  purchases  of  vidicon 
tubes  from  IDO  by  approximately  70 
percent  since  1975  as  the  U.S.  Govern¬ 
ment  has  phased  out  production  of 
the  missile  for  which  the  tubes  were 
produced. 

The  Imaging  Devices  operation  also 
produces  vidicon  tubes  for  a  variety  of 
commercial  closed  circuit  television 
cameras  sold  by  General  Electric  and 
by  independent  manufacturers.  Cus¬ 
tomers  purchasing  vidicon  tubes  for 
commercial  closed  circuit  television 
cameras  either  did  not  purchase  im¬ 
ported  vidicon  tubes  or  had  decreased 
their  purchases  from  the  Imaging  De¬ 
vices  Operation  in  order  to  purchase 
vidicon  tubes  from  other  domestic  sup¬ 
pliers. 

All  of  the  commercial  closed  circuit 
television  cameras  sold  by  General 
Electric  are  manufactured  in  the 
Imaging  Systems  Operation  (ISO) 
which  is  also  located  in  the  Electronics 
Park  complex.  Prior  to  the  second  half 
of  1975,  the  Imaging  Devices  Oper¬ 
ation  (IIX»  supplied  all  of  the  vidicon 
tubes  used  in  the  commercial  closed 
circuit  television  cameras  manufac¬ 
tured  by  ISO.  During  the  period  under 
investigation,  production  of  vidicon 
tubes  for  ISO  constituted  approxi¬ 
mately  5  percent  of  total  vidicon  tube 
production  in  IDO.  In  the  second  half 
of  1975,  the  Imaging  Systems  Oper¬ 
ation  intixxluced  a  new  commercial 
closed  circuit  television  camera  using 
an  imported  vidicon  tube.  A  similar 
tube  had  never  been  manufactured  by 
the  Imaging  Devices  Operation  and 
the  introduction  of  the  new  camera 
did  not  affect  IDO’s  production  of 
vidicon  tubes  for  the  Imaging  Systems 
Operation. 

Conclusion 

After  a  careful  review,  I  determine 
that  all  workers  at  the  Imaging  De¬ 
vices  Operation,  Electronics  Park 
Complex,  are  denied  eligibility  to 
miiply  for  adjustment  assistance  under 
Title  II,  Chapter  2  of  the  Trade  Act  of 
1974. 


Signed  *  at  Washington,  D.C.,  this 
10th  day  of  March  1978. 

James  F.  Taylor, 
Director,  Office  of  Management, 
Administration,  and  Planning. 
(PR  Doc.  78-7185  Piled  3-16-78;  8:45  am) 


[4510-28] 

[TA-W-2568] 

INTERSTATE  VENDAWAY,  INC,  WILMINGTON, 
DEL 

Nagotiva  Oatarminotion  Ragarding  Eligibility 

Ta  Apply  far  Warlcar  Adjuttmant  Artitfanca 

In  accordance  with  Section  223  of 
the  Trade  Act  of  1974  the  Department 
of  Labor  herein  presents  the  results  of 
TA-W-2568:  Investigation  regarding 
certification  of  eligibility  to  apply  for 
weaker  adjustment  assistance  as  pre¬ 
scribed  in  Section  222  of  the  Act. 

The  investigation  was  initiated  on 
November  7,  1977,  in  response  to  a 
worker  petition  received  on  October 
26,  1977,  which  was  filed  by  the  Inter¬ 
national  Union,  United  Automobile, 
Aerospace  and  Agricultural  Imple¬ 
ment  Workers  of  America,  (Ind.)  on 
behalf  of  workers  and  former  workers 
of  Interstate  United  Corp.,  Wilming¬ 
ton,  Del.,  providing  cafeteria  services 
for  the  General  Motors  Assembly  Divi¬ 
sion.  During  the  course  of  the  investi¬ 
gation,  it  was  determined  that  the 
name  of  the  firm  is  Interstate 
Vendaway,  Inc.,  a  subsidiary  of  Inter¬ 
state  United  Corp. 

The  notice  of  investigation  was  pub¬ 
lished  in  the  Federal  Register  on  No¬ 
vember  18,  1977  (42  FR  59584).  No 
public  hearing  was  requested  and  none 
was  held. 

The  information  upon  which  the  de¬ 
termination  was  made  was  obtained 
principally  from  officials  of  Interstate 
Vendaway,  Inc.,  Interstate  United 
Corp.,  (the  parent  firm)  and  Depart¬ 
ment  files. 

In  order  to  make  an  affirmative  de¬ 
termination  and  issue  a  certification  of 
eligibility  to  apply  for  adjustment  as¬ 
sistance,  each  of  the  group  eligibility 
requirements  of  Section  222  of  the 
Trade  Act  of  1974  must  be  met.  If  any 
criterion  is  not  satisfied,  a  negative  de¬ 
termination  must  be  made. 

Interstate  Vendaway,  Inc.,  is  a 
wholly  owned  subsidiary  of  Interstate 
United  Corp.,  Chicago,  Ill.  Interstate 
United  Corp.  provides  professional 
food  service  management. 

Petitioning  workers  at  Interstate 
Vendaway,  Inc.  provide  cafeteria  ser¬ 
vice  at  the  General  Motors  Assembly 
Division  in  Wilmington,  Del.  Workers 
at  Interstate  Vendaway,  Inc.,  do  not 
produce  an  article  within  the  meaning 
of  Section  222(3)  of  the  Act  and  this 
Department  has  already  determined 
that  the  rformance  of  services  is  not 
covered  c  the  adjustment  assistance 


program'.  See  Notice  of  Determination 
in  “Pan  Amercian  World  Airways  In¬ 
corporated”  (TA-W-153,  40  FR  54639). 
The  issue  in  this  case  is  whether  Gen¬ 
eral  Motors  Corp.,  i.e.,  a  firm  which 
produces  an  article,  namely  auto¬ 
mobiles,  and  for  whom  the  service  is 
provided,  can  be  considered  the  “work¬ 
ers’  firm.”  See  Notice  of  Determina¬ 
tion  in  “Nu-Car  Driveaway,  Incorpo¬ 
rated”  (TA-W-393,  41  FR  12749). 

Neither  General  Motors  Corp.  nor 
Interstate  Vendaway,  Inc.,  is  financial¬ 
ly,  corporately,  or  otherwise  involved 
in  the  business  of  the  other.  The  work¬ 
ers  upon  whose  behalf  this  petition 
was  filed  were  hired  and  are  paid  by 
Interstate  Vendaway,  Inc.  They  are 
supervised  by  and  subject  to  the  con¬ 
trol  of  Interstate  Vendaway,  Inc.,  per¬ 
sonnel  only.  All  employment  benefits 
which  they  enjoy  are  provided  and 
maintained  by  Interstate  Vendaway, 
Inc. 

Conclusion 

After  careful  review  of  the  issues 
and  facts  involved,  I  have  determined 
that  services  of  the  kind  provided  by 
workers  at  Interstate  Vendaway,  Inc., 
Wilmington,  Del,,  are  not  “articles” 
within  the  meaning  of  Section  222(3) 
of  the  ’Trade  Act  of  1974,  and  that 
General  Motors  Corp.  cannot  be  con¬ 
sidered  the  “workers’  firm”.  The  peti¬ 
tion  for  Trade  Adjustment  Assistance 
is.  therefore,  denied. 

Signed  at  Washington.  D.C.,  this 
10th  day  of  March  1978. 

James  F.  Taylor, 
Director,  Office  of  Management, 
Administration,  and  Planning. 

(FR  Doc.  78-7186  Filed  3-16-78;  8:45  am) 


[4510-28] 

[TA-W-26121 

KEYSTONE  CONSOUOATED  INDUSTRIES,  INC, 
BARTONVILLE,  ILL 

Certification  Regarding  Eligibility  To  Apply  for 
Worker  Adjustment  Assistance 

In  accordance  with  Section  223  of 
the  Trade  Act  of  1974  the  Department 
of  Labor  herein  presents  the  results  of 
TA-W-2612:  Investigation  regarding 
certification  of  eligibility  to  apply  for 
worker  adjustment  assistance  as  pre¬ 
scribed  in  Section  222  of  the  Act. 

The  investigation  was  initiated  on 
November  15,  1977,  in  response  to  a 
worker  petition  received  on  November 
7,  1977,  which  was  filed  on  behalf  of 
workers  and  former  workers  producing 
wire  and  wire  products  at  the  Barton- 
ville.  Ill.,  plant  of  Keystone  Consoli¬ 
dated  Industries,  Inc. 

The  notice  of  investigation  was  pub¬ 
lished  in  the  Federal  Register  on  Jan¬ 
uary  10,  1978  (43  FR  1557).  No  public 
hearing  was  requested  and  none  was 
held. 
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The  information  upon  which  the  de¬ 
termination  was  made  was  obtained 
principally  from  officials  of  Keystone 
Consolidated  Industries,  Inc.,  its  cus¬ 
tomers,  the  U.S.  Department  of  Com¬ 
merce,  the  U.S.  International  Trade 
Commission,  industry  analysts  and  De¬ 
partment  files. 

In  order  to  make  an  affirmative  de¬ 
termination  and  issue  a  certification  of 
eligibility  to  apply  for  adjustment  as¬ 
sistance,  each  of  the  group  eligibility 
requirements  of  Section  222  of  the 
Trade  Act  Of  1974  must  be  met.  It  is 
concluded  that  all  of  the  requirements 
have  been  met. 

Imports  of  carbon  steel  wire  and 
wire  products  increased  each  year 
from  628.5  thousand  tons  in  1972  to 

991.5  thousand  tons  in  1974,  declined 
to  602.6  thousand  tons  in  1975  then  in¬ 
creased  to  695.6  thousand  tons  in  1976. 
Imports  increased  from  561.1  thou¬ 
sand  tons  in  the  first  3  quarters  of 
1976  to  706.8  thousand  tons  in  the 
first  three  quarters  of  1977.  The  ratio 
of  imports  to  domestic  shipments  of 
wire  and  wire  products  increased  from 

28.5  percent  in  1975  to  28.9  percent  in 
1976  and  increased  from  29.7  percent 
in  the  first  3  quarters  of  1976  to  38.8 
percent  in  the  first  3  quarters  of  1977. 

A  survey  of  some  customers  who 
purchase  wire  and  wire  products  from 
the  Bartonville  plant  of  Keystone 
Consolidated  Industries  indicated  that 
in  1976  and  1977  many  of  these  cus¬ 
tomers  reduced  purchases  from  Key¬ 
stone  and  increased  purchases  of  im¬ 
ported  wire  and  wire  products.  Many 
customers  stated  that  imports  were 
lower  priced  than  domestic  wire  and 
wire  products  and  claimed  that  they 
were  forced  to  buy  imports  in  order  to 
compete  in  the  domestic  marketplace. 

Conclusion 

After  careful  review  of  the  facts  ob¬ 
tained  in  the  investigation,  I  conclude 
that  increases  of  imports  of  articles 
like  or  directly  competitive  with  wire 
and  wire  products  produced  by  the 
Bartonville,  Ill.,  plant  of  Keystone 
Consolidated  Industries,  Inc.,  contrib¬ 
uted  importantly  to  the  total  or  par¬ 
tial  separations  of  the  workers  of  that 
plant.  In  accordance  with  the  provi¬ 
sions  of  the  Act,  I  make  the  following 
certification: 

All  workers  at  the  Bartonville,  Ill.,  plant 
of  Keystone  Consolidated  Industries,  Inc., 
who  became  totally  or  partially  separated 
from  employment  on  or  after  November  2, 
1976,  are  eligible  to  apply  for  adjustment  as¬ 
sistance  under  Title  II,  Chapter  2  of  the 
Trade  Act  of  1974. 

Signed  at  Washington,  D.C.,  this 
10th  day  of  March  1978. 

James  F.  Taylor, 
Director,  Office  of  Management, 
Administration,  and  Planning. 

(PR  Doc.  78-7187  Piled  3-16-78;  8:45  am] 


[4510-28] 

(TA-W-2673] 

LAWRENCE  GARMENT,  INC,  LAWRENCE, 
MASS. 

Cartificatien  Regarding  Eligibility  To  Apply  for 
Worker  Adjustment  Assistance 

In  accordance  with  Section  223  of 
the  Trade  Act  of  1974  the  Department 
of  Labor  herein  presents  the  results  of 
TA-W-2673:  Investigation  regarding 
certification  of  eligibility  to  apply  for 
worker  adjustment  assistance  as  pre¬ 
scribed  in  Section  222  of  the  Act. 

The  investigation  was  initiated  on 
November  29,  1977,  in  response  to  a 
worker  petition  received  on  November 
23,  1977,  which  was  filed  on  behalf  of 
workers  and  former  workers  producing 
women’s  coats  at  Lawrence  Garment, 
Inc.,  Lawrence,  Mass.,  a  division  of 
Davis  Sportswear,  Inc.,  Lawrence, 
Mass. 

A  previous  worker  petition  (TA-W- 
732)  was  denied  in  a  determination 
signed  on  August  5, 1976. 

The  notice  of  investigation  was  pub¬ 
lished  in  the  Federal  Register  on  De¬ 
cember  16,  1977  (42  FR  63486).  No 
public  hearing  was  requested  and  none 
was  held. 

The  information  upon  which  the  de¬ 
termination  was  made  was  obtained 
principally  from  officials  of  Davis 
Sportswear,  Inc.,  its  customers,  the 
U.S.  Department  of  Commerce,  the 
U.S  International  Trade  Commission, 
the  National  Cotton  Council  of  Amer¬ 
ica,  industry  analysts  and  Department 
files. 

In  order  to  make  an  affirmative  de¬ 
termination  and  issue  a  certification  of 
eligibility  to  apply  for  adjustment  as¬ 
sistance,  each  of  the  group  eligibility 
requirements  of  Section  222  of  the 
Trade  Act  of  1974  must  be  met.  It  is 
concluded  that  all  of  the  requirements 
have  been  met. 

Imports  of  women’s,  misses’,  and 
children’s  coats  and  jackets  increased 
in  1975  to  1,517,000  dozen,  increased  in 
1976  to  2,252,000  dozen  and  increased 
to  2,081,000  dozen  in  the  first  nine 
months  of  1977  compared  to  1,680,000 
dozen  for  the  same  period  of  1976.  The 
ratios  of  imports  to  domestic  produc¬ 
tion  and  consumption  increased  from 
38.9  percent  and  28.0  percent,  respec¬ 
tively,  in  1975  to  57.5  percent  and  36.5 
percent,  respectively,  in  1976. 

Imports  of  women’s,  misses’,  and 
children’s  raincoats  increased  in  1975 
to  191,000  dozen,  increased  in  1976  to 
261,000  dozen  and  then  declined  to 
180,000  dozen  in  the  first  nine  months 
of  1977  compared  to  182,000  dozen  for 
the  same  period  in  1976.  The  ratios  of 
imports  to  domestic  production  and 
consumption  increased  from  36.8  per¬ 
cent  and  26.9  percent,  respectively,  in 
1975  to  50.4  percent  and  33.5  percent, 
respectively,  in  1976. 

Imports  of  women’s,  misses’,  and 
children’s  coats  and  jackets  and  rain¬ 


coats  have  captured  an  increasing 
share  of  the  domestic  market,  as  evi¬ 
denced  by  the  significant  import/do¬ 
mestic  production  and  consumption 
ratios.  For  coats  and  jackets,  as  well  as 
raincoats,  imports  constituted  1  out  of 
every  3  coats  sold  in  the  U.S.  in  1976. 

Customers  who  purchased  women’s 
coats  from  Davis  Sportswear  who  were 
surveyed  indicated  that  they  de¬ 
creased  purchases  from  Davis  and  in¬ 
creased  purchases  of  imported 
women’s  coats,  both  directly  and  indi¬ 
rectly. 

Conclusion 

After  careful  review  of  the  facts  ob¬ 
tained  in  the  investigation,  I  conclude 
that  increases  of  imports  like  or  direct¬ 
ly  competitive  with  women’s  coats  pro¬ 
duced  at  Lawrence  Garment,  Inc., 
Lawrence,  Mass.,  contributed  impor¬ 
tantly  to  the  decline  in  sales  or  pro¬ 
duction  and  to  the  total  or  partial  sep¬ 
aration  of  the  workers  at  that  plant. 
In  accordance  with  the  provisions  of 
the  Act,  I  make  the  following  certifica¬ 
tion: 

All  workers  at  Lawrence  Garment,  Inc., 
Lawrence,  Mass.,  who  became  totally  or  par¬ 
tially  separated  from  employment  on  or 
after  November  21,  1976  are  eligible  to 
apply  for  adjustment  assistance  under  Title 
II,  Chapter  2,  of  the  Trade  Act  of  1974. 

Signed  at  Washington,  D.C.,  this 
10th  day  of  March  1978. 

Harry  Grubert, 
Director,  Office  of  Foreign 
Economic  Research. 

(PR  Doc.  78-7188  PUed  3-16-78;  8:45  am) 


[4510-28] 

[TA-W-23611 

PATMORE  COAT  CO.,  PATERSON,  NEW  JERSEY 

Nogotivo  Dotormination  Rogording  Eligibility 

To  Apply  for  Werkor  Adjustmont  Astittonco 

In  accordance  with  Section  223  of 
the  Trade  Act  of  1974  the  Department 
of  Labor  herein  presents  the  results  of 
TA-W-2361:  Investigation  regarding 
certification  of  eligibility  to  apply  for 
worker  adjustment  assistance  as  pre¬ 
scribed  in  Section  222  of  the  Act. 

The  investigation  was  initiated  on 
September  19,  1977  in  response  to  a 
worker  petition  received  on  September 
15,  1977,  which  was  filed  on  behalf  of 
workers  and  former  workers  producing 
women’s  coats  at  Patmore  Coat  Co., 
Paterson,  N.J. 

The  notice  of  investigation  was  pub¬ 
lished  in  the  Federal  Register  on  Oc¬ 
tober  4,  1977  (42  FR  54032).  No  public 
hearing  was  requested  and  none  was 
held. 

The  information  upon  which  the  de¬ 
termination  was  made  was  obtained 
principally  from  officials  of  Patmore 
Coat  Co.,  its  customers,  the  U.S.  De¬ 
partment  of  Commerce,  the  U.S.  Inter- 


FEDERAL  REGISTER,  VOL  43,  NO.  53— FRIDAY,  MARCH  17,  1978 


11284 


NOTICES 


national  Trade  Conunission.  industry 
analysts  and  Department  files. 

In  order  to  make  an  affirmative  de¬ 
termination  and  issue  a  certification  of 
eligibility  to  apply  for  adjustment  as¬ 
sistance.  each  of  the  group  eligibility 
requirements  of  Section  222  of  the 
Trade  Act  of  1974  must  be  met.  With¬ 
out  regard  to  whether  any  of  the 
other  criteria  have  been  met,  the  fol¬ 
lowing  criterion  has  not  been'^et: 

that  increases  of  imports  of  articles  like  or 
directly  competitive  with  article  produced 
by  the  firm  or  subdivision  have  contributed 
importantly  to  the  separations,  or  threat 
thereof,  and  to  the  absolute  decline  in  sales 
or  production. 

The  Department’s  investigation  re¬ 
vealed  that  one  manufacturer  for 
whom  Patmore  Co.  worked  decreased 
work  with  the  subject  firm  in  1976 
compared  to  1975  and  in  the  first  nine 
months  of  1977  compared  to  the  same 
period  of  1976.  That  manufacturer  did 
not  purchase  imports  of  women’s  coats 
nor  contract  with  foreign  contractors 
for  women’s  coats  during  the  1975- 
1977  period.  All  manufacturers  for 
whom  the  subject  firm  worked  in¬ 
creased  sales  in  1976  compared  to  1975 
and  in  the  first  nine  months  of  1977 
compared  to  the  same  period  of  1976. 

Further,  the  subject  firm  produced 
women’s  pantsuits  for  one  manufac¬ 
turer  in  the  spring  of  1976.  Production 
and  employment  declines  in  the  first 
several  months  of  1977,  compared  to 
the  same  period  a  year  earlier,  reflect¬ 
ed  a  decision  of  Patmore  Coat  Co.  not 
to  produce  such  articles. 

Conclusion 

After  careful  review  I  conclude  that 
all  workers  at  Patmore  Coat  Co.,  Pa¬ 
terson  N.J.  are  denied  eligibility  to 
iq>ply  for  adjustment  assistance  under 
Title  II,  Chapter  2  of  the  Trade  Act  of 
1974. 

Signed  at  Washington,  D.C.,  this  8th 
day  of  March  1978. 

Harbt  Grubert, 
Director,  Office  of 
Foreign  Economic  Research. 

[FR  Doc.  78-7189  FUed  3-18-78;  8:45  am] 


[4510-28] 

ITA-W-27231 

STAFFORD  aOTMNG  MANUf  ACTURMG  CO., 
FAU  RIVBl,  MIASS. 

Cftifkotioii  Rcgordbtg  ENgibiHty  To  Apply  for 
Wotfcor  AdjOTtunt  AMittonco 

IN  accordance  with  Section  223  of 
the  ’Trade  Act  of  1974  the  Department 
of  Labor  herein  presents  the  results  of 
TA-W-2723:  Investigation  regarding 
certification  of  eligibility  to  apply  for 
woilier  adjustment  assistance  as  pre¬ 
scribed  in  Section  222  of  the  Act. 

The  investigation  was  initiated  on 
December  5,  1977  in  response  to  a 


worker  petition  received  on  November 
25,  1977,  which  was  filed  on  behalf  of 
workers  and  former  workers  producing 
women’s  coats  at  Stafford  Clothing 
Manufacturing  Co..  Fall  River.  Mass., 
a  division  of  Davis  Sportswear,  Inc., 
Lawrence,  Mass. 

A  previous  work  petition  (TA-W- 
730)  was  denied  in  a  determination 
signed  August  3,  1976. 

The  notice  of  investigation  was  pub¬ 
lished  in  the  Federal  Register  on  De¬ 
cember  16.  1977  (42  FR  63487).  No 
public  hearing  was  requested  and  none 
was  held. 

The  information  upon  which  the  de¬ 
termination  was  m^e  was  obtained 
principally  from  officials  of  Davis 
Sportswear.  Incorporated,  its  custom¬ 
ers,  the  U.S.  Department  of  Com¬ 
merce,  the  U.S.  International  Trade 
Commission,  the  National  Cotton 
Council  of  America,  industry  analysts 
and  Department  files. 

In  order  to  make  an  affirmative  de¬ 
termination  and  Issue  a  certification  of 
eligibility  to  apply  for  adjustment  as¬ 
sistance,  each  of  the  group  eligibility 
requirements  of  Section  222  of  the  Act 
must  be  met.  It  is  concluded  that  all  of 
the  requirements  have  been  met. 

Imports  of  women’s,  misses’  and 
children’s  coats  and  jackets  increased 
in  1975  to  1,517,000  dozen,  increased  in 
1976  to  2,252,000  dozen  and  increased 
to  2,081,000  dozen  in  the  first  nine 
months  of  1977  compared  to  1,680,000 
dozen  for  the  same  period  of  1976.  The 
ratios  of  imports  to  domestic  produc¬ 
tion  and  consumption  increased  from 
38.9  percent  and  28.0  percent,  respec¬ 
tively.  in  1975  to  57.5  percent  and  36.5 
percent,  respectively,  in  1976. 

Imports  of  women’s,  misses’  and 
children’s  raincoats  increased  in  1975 
to  191,000  dozen,  increased  in  1976  to 
261,000  dozen  and  then  declined  to 
180,000  dozen  in  the  first  nine  months 
of  1977  compared  to  182,000  dozen  for 
the  same  period  in  1976.  The  ratios  of 
imports  to  domestic  production  and 
consumption  increased  from  36.8  per¬ 
cent  and  26.9  percent,  respectively,  in 
1975  to  50.4  percent  and  33.5  percent, 
respectively,  in  1976. 

Imports  of  women’s,  misses,  and 
children’s  coats  and  jackets  and  rain¬ 
coats  have  captured  an  increasing 
share  of  the  domestic  market,  as  evi¬ 
denced  by  the  significant  import/do¬ 
mestic  production  and  consumption 
ratios.  For  coats  and  jackets,  as  well  as 
raincoats,  imports  constituted  1  out  of 
every  3  coats  sold  in  the  n.S.  in  1976. 

Customers  who  purchased  women’s 
coats  from  Davis  Sportswear  who  were 
surveyed  indicated  that  they  de¬ 
creased  purchases  from  Davis  and  in¬ 
creased  purchases  of  imported 
women’s  coats,  both  directly  and  indi¬ 
rectly. 

Conclusion 

After  careful  review  of  the  facts  ob¬ 
tained  in  the  investigation  I  conclude 


that  increases  of  imports  like  or  direct¬ 
ly  competitive  with  women’s  coats  pro¬ 
duced  at  Stafford  Clothing  Manufac¬ 
turing  Co.,  Fall  River.  Mass,  contribut¬ 
ed  importantly  to  the  decline  in  sales 
or  production  and  to  the  total  or  par¬ 
tial  separation  of  the  workers  of  that 
plant.  In  accordance  with  the  provi¬ 
sions  of  the  Act  I  make  the  following 
certification; 

"All  workers  at  Stafford  Clothing  Manu¬ 
facturing  Co.,  Fall  River.  Mass,  who  became 
totally  or  partially  separated  from  emplcy- 
ment  on  or  after  Novem.ber  22,  1976  are  eli¬ 
gible  to  apply  for  adjustment  assistance 
under  Title  II.  Chapter  2,  of  the  Trade  Act 
of  1974.” 

Signed  at  Washington,  D.C..  this 
10th  day  of  March  1978. 

Harry  Grubert, 
Director,  Office  of 
Foreign  Economic  Research. 

[FR  Doc.  78-7190  FUed  3-16-78;  8:45  ami' 


[4510-28] 

[TA-W-20661 

SUPER8A  MILLS,  INC,  PHILADELfHIA,  FA. 

Negofiv*  Defermination  Regarding  Eligibility 

To  Apply  for  Worlcor  Adjvttmont  Attitfonco 

In  accordance  with  Section  223  of 
the  Trade  Act  of  1974  the  Department 
of  Labor  herein  presents  the  results  of 
TA-W-2066:  Investigation  regarding 
certification  of  eligibility  to  apply  for 
worker  adjustment  assistance  as  pre¬ 
scribed  in  Section  222  of  the  Act. 

The  investigation  was  initiated  on 
May  11.  1977  in  response  to  a  worker 
petition  received  on  that  date  which 
was  filed  by  the  International  Ladies’ 
Garment  Workers’  Union  on  behalf  of 
workers  and  former  workers  producing 
women’s  underwear  at  Superba  Mills, 
Inc.,  Philadelphia,  Pa. 

The  Notice  of  Investigation  was  pub¬ 
lished  in  the  Federal  Register  on 
May  24.  1977  (42  FR  26481).  No  public 
hearing  was  requested  and  none  was 
held. 

The  information  upon  which  the  de¬ 
termination  was  made  was  obtained 
principally  from  information  and  pub¬ 
lications  provided  by  officials  of  Su¬ 
perba  Mills,  its  customers,  the  U.S.  De¬ 
partment  of  Commerce,  the  U.S.  Inter¬ 
national  trade  Commission,  industry 
analysts  and  Department  files. 

In  order  to  make  an  affirmative  de¬ 
termination  and  issue  a  certification  of 
eligibility  to  apply  for  adjustment  as¬ 
sistance.  each  of  the  group  eligibility 
requirements  of  Section  222  of  the 
Trade  Act  of  1974  must  be  met.  With¬ 
out  regard  to  whether  any  of  the 
other  criteria  have  been  met,  the  fol¬ 
lowing  criterion  has  not  been  met; 

that  increases  of  imports  of  articles  like  or 
directly  competitive  with  articles  produced 
by  the  firm  or  appropriate  subdivision  have 
contributed  importantly  to  the  separations. 
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or  threat  thereof,  and  to  the  absolute  de¬ 
cline  in  sales  or  production. 

The  Department’s  investigation  re¬ 
vealed  that  Superba  Mills  produces 
women’s  panties,  footsocks,  and  tights. 
A  survey  of  a  sample  of  Superba’s  cus¬ 
tomers  indicated  that  customers  did 
not  switch  from  Superba  to  imports. 
Imports  of  women’s  underwear  have 
constituted  less  than  3  percent  of  do¬ 
mestic  production  since  1973. 

Women’s  underwear  is  directly  com¬ 
petitive  with  panty  hose.  In  recent 
years  the  growing  consumer  prefer¬ 
ence  for  popularly  priced,  one-size-fits- 
all  panty  hose  has  adversely  affected 
the  market  for  women’s  panties  and 
briefs.  The  domestic  panty  hose 
market  is  dominated  by  domestic 
firms.  Imports  of  hosiery  and  panty 
hose  have  accounted  for  less  than 
three  percent  of  domestic  production 
since  1972  and  have  decreased  steadily 
since  1974. 

Conclusion 

After  careful  review  of  the  facts  ob¬ 
tained  in  the  investigation,  I  conclude 
that  workers  at  Superba  Mills.  Inc., 
Philadelphia.  Pa.,  are  denied  eligibility 
to  apply  for  adjustment  assistance. 

Signed  at  Washington,  D.C.,  this  8th 
day  of  March  1978. 

Harry  Grubert, 
Director,  Office  of 
Foreign  Economic  Research. 

[PR  Doc.  78-7191  Piled  3-16-78:  8:45  am] 


[4510-28] 

[TA-W-27761 

TERRY  SUTPER  CORP.,  PATERSON,  N.J. 

Certification  Rogording  Eiigibiity  To  Appiy  for 
Worfcor  Adfustmont  Astittonco 

In  accordance  with  Section  223  of 
the  Trade  Act  of  1974  the  Department 
of  Labor  herein  presents  the  results  of 
TA-W-2776:  Investigation  regarding 
certification  of  eligibility  to  apply  for 
worker  adjustment  assistance  as  pre¬ 
scribed  in  Section  222  of  the  Act. 

’The  investigation  was  initiated  on 
December  14,  1977  in  response  to  a 
worker  petition  received  on  November 
29,  1977  which  was  filed  by  the  United 
Shoe  Workers  of  America  on  behalf  of 
workers  and  former  workers  producing 
children’s  slippers  at  Terry  Slipper 
Corporation,  Paterson,  N.J. 

’The  Notice  of  Investigation  was  pub¬ 
lished  in  the  Federal  Register  on  Jan¬ 
uary  10,  1978  (43  FR  1556).  No  public 
hearing  was  requested  and  none  was 
held. 

The  information  upon  which  the  de¬ 
termination  was  made  was  obtained 
principally  from  officials  of  Terry 
Slipper  Corp.,  its  customers,  the  U.S. 
Department  of  Commerce,  the  U.S.  In¬ 
ternational  ’Trade  Commission,  indus¬ 
try  analysts  and  Department  files. 


FEDERAL 


In  order  to  make  an  affirmative  de¬ 
termination  and  issue  a  certification  of 
eligibility  to  apply  for  adjustment  as¬ 
sistance,  each  of  the  group  eligibility 
requirements  of  Section  222  of  the 
Trade  Act  of  1974  must  be  met.  It  is 
concluded  that  all  of  the  requirements 
have  been  met. 

Imports  of  house  slippers  increased 
17  percent  from  23.9  million  pairs  in 
1975  to  28.0  million  pairs  in  1976.  The 
ratio  of  imports  to  domestic  produc¬ 
tion  increased  from  33.9  percent  in 
1975  to  43.1  percent  in  1976  and  in¬ 
creased  from  42.4  percent  during  Jan- 
uary-September  1976  to  44.0  percent 
during  January-September  197'7. 

A  customer  survey  conducted  by  the 
U.S.  Department  of  Commerce  re¬ 
vealed  that  customers’  purchases  from 
Terry  Slipper  have  been  adversely  af- 
feced  by  lower-priced  imported  slip¬ 
pers. 


Conclusion 

After  careful  review  of  the  facts  ob¬ 
tained  in  the  investigation,  I  conclude 
that  increases  of  imports  like  or  direct¬ 
ly  competitive  with  children’s  slippers 
produced  at  Terry  Slipper  Corp.,  Pa¬ 
terson,  N.J.  contributed  importantly 
to  declines  in  production  and  to  the 
total  or  partial  separations  of  workers 
at  that  firm.  In  accordance  with  the 
provisions  of  the  Trade  Act  of  1974,  I 
make  the  following  certification: 

All  workers  at  Terry  Slipper  Corporation, 
Paterson,  New  Jersey  who  became  totally  or 
partially  separated  from  employment  on  or 
after  November  21,  1976  are  eligible  to 
apply  for  adjustment  assistance  under  Title 
II,  Chapter  2  of  the  Trade  Act  of  1974. 

Signed  at  Washington,  D.C.,  this 
10th  day  of  March  1978. 

Harry  Grubert, 
Director,  Office  of 
Foreign  Economic  Research. 

[PR  Doc.  78-7192  Piled  3-16-78;  8:45  am] 


[4510-28] 

[TA-W-21951 

TRICOLOR  MILLS,  INC,  NEW  YORK,  N.Y. 

Cartifkotien  Rogarding  Eligibility  To  Apply  For 
Worfcor  Adiuslmont  Attistonco 

In  accordance  with  section  223  of 
the  Trade  Act  of  1974,  the  Depart¬ 
ment  of  Labor  herein  presents  the  re¬ 
sults  of  TA-W-2195:  Investigation  re¬ 
garding  certification  of  eligibility  to 
apply  for  worker  adjustment  assis¬ 
tance  as  prescribed  in  section  222  of 
the  Act. 

The  investigation  was  initiated  on 
July  5,  1977,  in  response  to  a  worker 
petition  received  on  July  1,  1977, 
which  was  filed  by  the  International 
Ladies’  Garment  Workers  Union  on 
behalf  of  workers  producing  women’s 
knit  blouses  and  T-shirts  at  Tricolor 
Mills,  Inc.,  New  York,  N.Y. 


REGISTER,  VOL  43,  NO.  53— FRIDAY,  MARCH 


The  notice  of  investigation  was  pub¬ 
lished  in  the  Federal  Register  on 
July  15,  1977  (42  FR  36513).  No  public 
hearing  was  requested  and  none  was 
held. 

The  information  upon  which  the  de¬ 
termination  was  made  was  obtained 
principally  from  officials  of  Tricolor 
Mills,  its  customers,  the  U.S.  Depart¬ 
ment  of  Commerce,  U.S.  International 
Trade  Commission,  the  National 
Cotton  Council  of  America,  industry 
analysts  and  Department  files. 

In  order  to  make  an  affirmative  de¬ 
termination  and  issue  a  certification  of 
eligibility  to  apply  for  adjustment  as¬ 
sistance,  each  of  the  group  eligibility 
requirements  of  section  222  of  the  Act 
must  be  met.  The  investigation  has  re¬ 
vealed  that  all  of  the  requirements 
have  been  met. 

Imports  of  women’s,  misses’,  and 
children’s  blouses  and  shirts  increased 
in  each  year  from  1973  to  1976.  Im¬ 
ports  increased  from  20.5  million 
dozen  in  1974  to  30.3  million  dozen  in 
1976.  Imports  remained  stable  at  24.0 
million  dozen  from  the  first  9  months 
of  1976  to  the  first  9  months  of  1977. 
Imports  relative  to  domestic  produc¬ 
tion  increased  from  54.6  percent  in 
1974  to  74.8  percent  in  1976. 

A  survey  of  customeis  of  Tricolor 
Mills.  Inc.,  revealed  that  the  custom¬ 
ers  increased  their  purchases  of  im¬ 
ported  women’s  knit  blouses  and  T- 
shirts  while  decreasing  their  pur¬ 
chases  from  Tricolor  Mills.  Inc. 

Conclusion 

After  careful  review  of  the  facts  ob¬ 
tained  in  the  investigation.  I  conclud¬ 
ed  that  increases  of  imports  of  articles 
like  or  directly  competitive  with 
women’s  knit  blouses  and  T-shirts  pro¬ 
duced  by  'Tricolor  Mills,  Inc.,  New 
York.  N.Y.  contributed  importantly  to 
the  decline  in  sales  and  to  the  separa¬ 
tion  of  workers  at  that  firm.  In  accor¬ 
dance  with  the  provisions  of  the  Act.  I 
make  the  following  certification; 

All  workers  at  Tricolor  Mills,  Inc.,  New 
York,  N.Y.  who  became  totally  or  partially 
separated  from  employment  on  or  after 
June  27,  1976  are  eligible  to  apply  for  ad¬ 
justment  assistance  under  Title  II,  Chapter 
2  of  the  Trade  Act  of  1974. 

Signed  at  Washington,  D.C..  this 
10th  day  of  March  1978. 

James  F.  Taylor, 
Director,  Office  of  Management, 
Administration,  and  Planning. 

[PR  Doc.  78-7193  PUed  3-16-78;  8:45  am] 


[4510-28] 

[TA-W-2520] 

U.S.  STEEL  CORF.,  ELECTRICAL  CABLE 
DIVISION,  WORCESTER,  MASS. 

Nogotiv*  Datarminatien  Rogarding  Eligibility 
To  Apply  for  Worfcor  Adjuttaiont  Attiotanco 

In  accordance  with  Section  223  of 
the  Trade  Act  of  1974  the  Department 
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of  Labor  herein  presents  the  results  of 
TA-W-2520:  Investigation  regarding 
certification  of  eligibility  to  apply  for 
worker  adjustment  assistance  as  pre¬ 
scribed  in  Section  222  of  the  Act. 

The  investigation  was  initiated  on 
October  27,  1977  in  response  to  a 
worker  petition  received  on  October 
25,  1977  which  was  filed  by  the  United 
StMlworkers  of  America  on  behalf  of 
former  workers  producing  electrical 
cable  at  n.S.  Steel  Corporation,  Elec¬ 
trical  Cable  Division,  Worcester,  Mass. 

The  notice  of  investigation  was  pub¬ 
lished  in  the  Federal  Register  on  No¬ 
vember  15,  1977  (42  PR  59132).  No 
public  hearing  was  requested  and  none 
was  held. 

The  information  upon  which  the  de¬ 
termination  was  made  was  obtained 
principally  from  officials  of  U.S.  Steel 
Corporation,  its  customers,  the  U.S. 
Department  of  Commerce,  the  U.S.  in¬ 
ternational  Trade  Commission,  indus¬ 
try  analysts  and  Department  files. 

In  order  to  make  an  affirmative  de¬ 
termination  and  issue  a  certification  of 
eligibility  to  apply  for  adjustment  as¬ 
sistance,  each  of  the  group  eligibility 
requirements  of  Section  222  of  the 
Trade  Act  of  1974  must  be  met.  With¬ 
out  regard  to  whether  any  of  the 
other  criteria  have  been  met,  the  fol¬ 
lowing  criterion  has  not  been  met: 

that  increases  of  imports  of  articles  like  or 
directly  competitive  with  articles  produced 
by  such  woiiiers’  firm  or  an  appropriate  sub¬ 
division  thereof  contributed  importantly  to 
such  total  or  partical  separation,  or  threat 
thereof,  and  to  such  decline  in  sales  or  pro¬ 
duction. 

Imports  of  electrical  cable  declined 
from  $12.5  million  in  1975  to  $8.6  mil¬ 
lion  in  1976  and  to  $8.1  million  in  1977. 
The  ratio  of  imports  to  domestic  ship¬ 
ments  of  electrical  cable  declined  from 
0.90  percent  in  1975  to  0.58  percent  in 
1976  and  to  0.47  percent  in  1977. 

Conclusion 

After  careful  review  I  conclude  that 
all  workers  at  the  U.S.  Steel  Corpora¬ 
tion,  Electrical  Cable  Division  are 
denied  eligibility  to  apply  for  adjust¬ 
ment  assistance  under  Title  II,  Chap¬ 
ter  2  of  the  Trade  Act  of  1974. 

Signed  at  Washington.  D.C.,  this 
10th  day  of  March  1978. 

James  F.  Taylor, 
Director,  Office  of  Management, 
Administration,  and  Planning. 

[PR  Doc.  78-7194  PUed  3-16-78;  8:45  am] 


[4510-28] 

[TA-W-2937] 

UNITED  STATES  STEEL  CORP.,  GARY,  IND. 

Tarminatien  of  InvMtigatioii 

Pursuant  to  Section  221  of  the 
Trade  Act  of  1974,  an  investigation 


was  initiated  on  January  17.  1978  in 
response  to  a  worker  petition  received 
on  December  20,  1977  which  was  filed 
on  behalf  of  workers  and  former  work¬ 
ers  in  the  Industrial  Engineering  De¬ 
partment  at  the  Gary,  Ind.  Works  of 
the  U.S.  Steel  Corp. 

The  Notice  of  the  Investigation  was 
published  in  the  Federal  Register  on 
February  3,  1978  (43  FR  4696).  No 
public  hearing  was  requested  and  none 
was  held. 

On  September  12,  1977  the  Depart¬ 
ment  issued  a  Notice  of  Determina¬ 
tions  in  which  workers  engaged  in  em¬ 
ployment  related  to  the  production  of 
carbon  steel  plates,  structural  shapes, 
pipe  and  tubing  at  the  Gary  Works 
who  became  separated  from  employ¬ 
ment  on  or  after  November  15,  1975 
were  certified  eligible  to  apply  for  ad¬ 
justment  assistance  benefits.  (See  TA- 
W-1438). 

At  the  request  of  the  United  Steel¬ 
workers  of  America,  the  investigation 
was  reopened  to  determine  whether 
workers  engaged  in  employment  relat¬ 
ed  to  the  production  of  products  not 
covered  in  the  original  investigation 
were  eligible  for  benefits. 

On  February  17,  1978  the  Depart¬ 
ment  issued  a  Revised  Notice  of  Deter¬ 
mination  in  which  workers  engaged  in 
employment  related  to  the  production 
of  various  products  at  the  Gary  Works 
who  became  totally  or  partially  sepa¬ 
rated  from  employment  on  or  after 
January  1.  1977  were  certified  eligible 
to  apply  for  adjustment  assistance 
benefits.  The  intent  of  that  certifica¬ 
tion  was  to  extend  coverage  to  all 
workers  engaged  in  plant-wide  support 
activiti^. 

The  petitioning  group  of  workers 
were  employed  in  the  Industrial  Engi¬ 
neering  Department  at  the  Gary 
Works,  which  is  active  in  all  areas  of 
the  plant  and  is  not  associated  with  or 
confined  to  an  individual  product  line. 
The  workers  in  the  Industrial  Engi¬ 
neering  Department  are  therefore  cov¬ 
ered  under  the  existing  revised  certifi¬ 
cation  for  TA-W-1438. 

The  existing  certification  will  expire 
on  February  17,  1980  unless  terminat¬ 
ed  by  the  Secretary  of  Labor.  Since 
workers  newly  separated,  totally  or 
partially,  are  covered  by  the  existing 
certification  provided  such  separations 
occurred  on  or  after  the  impact  date 
(January  1,  1977)  and  before  the  certi¬ 
fication  expiration  date  (February  17, 
1980),  a  new  investigation  would  serve 
no  purpose;  consequently  the  investi¬ 
gation  has  been  terminated. 

Signed  at  Washington,  D.C.,  this  7th 
day  of  March  1978. 

Marvin  M.  Fooks, 
Director,  Office  of 
Trade  Adjustment  Assistance. 

[PR  Doc.  78-7195  Piled  3-16-78;  8:45  am] 


[4510-28] 

[TA-W-2617] 

UPPER  MERION  AND  PLYMOUTH  RAILROAD 
CO.,  CONSHOHOCKEN,  PA 

Ccftification  Regarding  Eligibility  To  Apply  for 
Worlcor  Adfustmant  Assistanca 

In  accordance  with  Section  223  of 
the  Trade  Act  of  1974  the  Department 
of  Labor  herein  presents  the  results  of 
TA-W-2617:  Investigation  regarding 
certification  of  eligibility  to  apply  for 
worker  adjustment  assistance  as  pre¬ 
scribed  in  Section  222  of  the  Act. 

The  investigation  was  initiated  on 
November  15,  1977  in  response  to  a 
worker  petition  received  on  November 
7.  1977,  which  was  filed  on  behalf  of 
workers  and  former  workers  of  the 
Upper  Merion  and  Plymouth  Railroad 
Co.,  Conshohocken,  Pa. 

The  notice  of  investigation  was  pub¬ 
lished  in  the  Federal  Register  on  Jan¬ 
uary  10.  1978  (42  FR  1557).  No  public 
hearing  was  requested  and  none  was 
held. 

The  information  upon  which  the  de¬ 
termination  was  made  was  obtained 
principally  from  officials  of  the  Upper 
Merion  and  Plymouth  Railroad  Co., 
the  Alan  Wood  Steel  Co.,  its  custom¬ 
ers,  the  U.S.  Department  of  Com¬ 
merce,  the  U.S.  International  Trade 
Commission,  industry  analysts  and  De¬ 
partment  files. 

In  order  to  make  an  affirmative  de¬ 
termination  and  issue  a  certification  of 
eligibility  to  apply  for  adjustment  as¬ 
sistance.  each  of  the  group  eligibility 
requirements  of  Section  222  of  the  Act 
must  be  met.  It  is  concluded  that  all  of 
the  requirements  have  been  met. 

Increased  Imports 

The  Alan  Wood  Steel  Co.,  Consho¬ 
hocken.  Pa.,  generated  the  majority  of 
the  rail  traffic  handled  by  the  Upper 
Merion  and  Plymouth  Railroad  Co. 

Imports  of  articles  like  or  directly 
competitive  with  steel  products  for¬ 
merly  produced  at  the  Alan  Wood 
Steel  Co.  have  increased  as  evidenced 
by  the  certification  of  workers  en¬ 
gaged  in  employment  related  to  the 
production  of  these  products  in  previ¬ 
ous  investigations  (see  TA-W-2266, 
2267). 

Contributed  Importantly 

The  Upper  Merion  and  Plymouth 
Railroad  Co.  is  a  wholly  owned  subsid¬ 
iary  of  the  Alan  Wood  Steel  Co.  The 
Upper  Merion  and  Plymouth  Railroad 
was  heavily  dependent  on  rail  traffic 
generated  by  the  Alan  Wood  Steel  Co. 
as  a  source  of  revenue.  The  shutdown 
of  steelmaking  operations  at  Alan 
Wood  Steel  Co.  has  resulted  in  de¬ 
clines  in  rail  traffic  for  the  Upper 
Merion  and  Plymouth  Railroad  and 
this  has  resulted  in  separations  of 
workers  at  the  Upper  Merion  and 
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Plymouth  Railroad.  All  workers  at  the 
Alan  Wood  Steel  Co.,  Conshohocken, 
Pa.,  have  previously  been  certified  as 
eliRible  to  apply  for  trade  adjustment 
assistance  (see  TA-W-2266,  2267).  The 
conditions  which  led  to  the  shutdown 
of  steelmaking  operations  at  the  Alan 
Wood  Steel  Co.  have  also  resulted  in 
declines  in  rail  traffic  for  the  Upper 
Merion  and  Plymouth  Railroad  Co. 

Conclusion 

After  careful  review  of  the  facts  ob¬ 
tained  in  the  investigation,  I  conclude 
that  increases  of  imports  of  articles 
like  or  directly  competitive  with  steel 
products  formerly  produced  by  the 
Alan  Wood  Steel  Co.,  Conshohocken, 
Pa.,  contributed  importantly  to  the  de¬ 
cline  in  sales  or  production  and  to  the 
total  or  partial  separations  of  the 
workers  of  the  Upper  Merion  and 
Plymouth  Railroad  Co.,  a  wholly 
owned  subsidiary  of  the  Alan  Wood 
Steel  Co.  In  accordance  with  the  provi¬ 
sions  of  the  Act,  I  make  the  following 
certification: 

“All  workers  at  the  Upper  Merion  and 
Plymouth  Railroad  Co.,  Conshohocken,  Pa., 
who  became  totally  or  partially  separted 
from  employment  on  or  after  November  1, 
1976,  are  eligible  to  apply  for  adjustment  as¬ 
sistance  under  Title  II,  Chapter  2  of  the 
Trade  Act  of  1974.” 

Signed  at  Washington,  D.C..  this 
10th  day  of  March  1978. 

James  F.  Taylor, 
Director,  Office  of  Management, 
Administration,  and  Planning. 

[PR  Doc.  78-7196  FUed  3-16-78;  8:45  am] 


[4510-28] 

(TA-W-2789] 

VATCO  MANUFACTURING  CO.,  BOSTON, 
MASS. 

Nagatlv  DatfinliiaHon  Regarding  Eligibility 

To  Apply  for  Werfcor  Adjwstmonl  Astistanco 

In  accordance  with  section  223  of 
the  Trade  Act  of  1974  the  Department 
of  Labor  herein  presents  the  results  of 
TA-W-2789:  Investigation  regarding 
certification  of  eligibility  to  apply  for 
worker  adjustment  assistance  as  pre¬ 
scribed  in  section  222  of  the  Act. 

The  investigation  was  initiated  on 
December  14.  1977,  in  response  to  a 
worker  petition  received  on  December 
7.  1977,  which  was  filed  on  behalf  of 
workers  and  former  workers  producing 
slipcovers  and  throws  for  furniture  at 
the  Boston,  Mass,  plant  of  Vatco  Man¬ 
ufacturing  Co. 

The  notice  of  investigation  was  pub¬ 
lished  in  the  Federal  Register  on  Jan¬ 
uary  10,  1978  (43  FR  1556).  No  public 
hearing  was  requested  and  none  was 
held. 

The  information  upon  which  the  de¬ 
termination  was  made  was  obtained 
principally  from  officials  of  Vatco 


Manufacturing  Co.,  the  U.S.  Depart¬ 
ment  of  Commerce,  the  U.S.  Interna¬ 
tional  Trade  Commission,  industry  an¬ 
alysts  and  Department  files. 

In  order  to  make  an  affirmative  de¬ 
termination  and  issue  a  certification  of 
'eligibility  to  apply  for  adjustment  as¬ 
sistance,  each  of  the  group  eligibility 
requirements  of  section  222  of  the  Act 
must  be  met.  Without  regard  to 
whether  any  of  the  other  criteria  have 
been  met.  the  following  criterion  has 
not  been  met: 

that  increases  of  imports  of  articles  like  or 
directly  competitive  with  articles  produced 
by  the  firm  or  subdivision  have  contributed 
Importantly  to  the  separations,  or  threat 
thereof,  and  to  the  absolute  decline  in  sales 
or  production. 

Evidence  developed  in  the  course  of 
the  investigation  revealed  that  im¬ 
ports  of  articles  like  or  directly  com¬ 
petitive  with  slipcovers  or  throws  pro¬ 
duced  at  Vatco  Manufacturing  Co. 
enter  the  United  States  under  TSUSA 
item  365.7835  "Cotton  Net  Furnish¬ 
ings  Not  Elsewhere  Specified."  Based 
on  the  results  of  a  survey  of  manufac¬ 
turers  and  a  sample  survey  of  imports 
under  TSUSA  number  365.7835,  there 
are  no  known  imports  of  slipcovers  or 
throws.  The  capital  intensive  nature 
of  the  fabricated  textile  products  in¬ 
dustry  offsets  the  low  labor  cost  ad¬ 
vantage  of  foreign  producers. 

Conclusion 

After  careful  review,  I  conclude  that 
all  workers  at  Vatco  Manufacturing 
Co.,  Boston,  Mass.,  are  denied  eligibil¬ 
ity  to  apply  for  adjustment  assistance 
under  title  II,  chapter  2  of  the  Trade 
Act  of  1974. 

Signed  at  Washington,  D.C.,  this  8th 
day  of  March  1978. 

Harry  Grubert, 
Director,  Office  of 
Foreign  Economic  Research. 

(PR  Doc.  78-7197  PUed  3-16-78;  8:45  am] 


[4510-28] 

(TA-W-2970] 

WNEEUNG-FinSBURGH  STEEL  CORP. 

.  WHEEUNG,  W.  VA. 

Notica  of  Tortninolion  of  InvMtigation. 

Pursuant  to  section  221  of  the  Trade 
Act  of  1974,  an  investigation  was  initi¬ 
ated  on  January  26,  1978,  in  response 
to  a  worker  petition  received  on  Janu¬ 
ary  10.  1978,  which  was  filed  by  the 
United  Steelworkers  of  America  on 
January  5,  1978,  on  behalf  of  workers 
and  former  workers  producing  roof 
decking  and  building  materials  at  the 
Wheeling  fabricating  plant  of  Wheel- 
ing-Pittsburgh  Steel  Corp.,  Wheeling. 
W.  Va. 

Notice  of  investigation  was  pub¬ 
lished  in  the  Federal  Register  on 


February  17.  1978  (43  FR  7070).  No 
public  hearing  was  requested  and  none 
was  held. 

On  December  19,  1977,  Steelworkers 
Local  7213  filed  a  similar  petition  on 
behalf  of  the  same  group  of  workers 
(TA-W-2938). 

Notice  of  investigation  was  pub¬ 
lished  in  the  Federal  Register  on 
February  3,  1978  (43  FR  4696).  No 
public  hearing  was  requested  and  none 
was  held. 

Workers  at  the  Wheeling  plant  of 
Wheeling-Pittsburgh  Steel  Corp., 
Wheeling,  W.  Va.,  are  being  covered  in 
the  ongoing  investigation,  TA-W-2938, 
filed  on  the  earlier  date,  thus  a  new  in¬ 
vestigation  would  serve  no  purpose. 
Consequently,  the  investigation  has 
been  terminated. 

Signed  at  Washington.  D.C..  this  9th 
day  of  March  1978. 

Marvin  M.  Fooks, 
Director,  Office  of 
Trade  Adjustment  Assistance. 

(PR  Doc.  78-7198  Piled  3-16-78;  8:45  am] 

[7590-01] 

NUCLEAR  REGULATORY 
COMMISSION 

(Docket  No.  50-155] 

CONSUMERS  POWER  CO. 

ksuonco  of  Amondmoflt  to  Facility  Oporotina 
Lkonso 

The  U.S.  Nuclear  Regulatory  Com¬ 
mission  (the  Commission)  has  issued 
Amendment  No.  17  to  Facility  Operat¬ 
ing  License  No.  DPR-6,  issued  to  the 
Consumers  Power  Co.  (the  licensee), 
which  revised  the  license  and  its  ap¬ 
pended  Technical  Specifications  for 
operation  of  the  Big  Rock  Point  Plant 
(the  facility)  located  in  CHiarlevoix 
County.  Mich.  The  amendment  is  ef¬ 
fective  30  days  after  its  date  of  issu¬ 
ance. 

The  amendment  incorporates  fire 
protection  Technical  Specifications  on 
the  existing  fire  protection  equipment 
and  adds  administrative  controls  relat¬ 
ed  to  fire  protection  at  the  facility. 
This  action  is  being  taken  pending 
completion  of  the  Commission’s  over¬ 
all  fire  protection  review  of  the  facili¬ 
ty. 

The  application  for  the  amendment 
complies  with  the  standards  and  re¬ 
quirements  of  the  Atomic  Energy  Act 
of  1954,  as  amended  (the  Act),  and  the 
Commission’s  rules  and  regulations. 
The  Commission  has  made  appropri¬ 
ate  findings  as  required  by  the  Act  and 
the  Commission’s  rules  and  regula¬ 
tions  in  10  CFR  Chapter  I,  which  are 
set  forth  in  the  license  amendment. 
Prior  public  notice  of  this  amendment 
was  not  required  since  the  amendment 
does  not  involve  a  significant  hazards 
consideration. 
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The  Commission  has  determined 
that  the  issuance  of  this  amendment 
will  not  result  in  any  significant  envi¬ 
ronmental  impact  and  that  pursuant 
to  10  CFR  51.5(d)(4)  an  environmental 
impact  statement  or  negative  declara¬ 
tion  and  environmental  impact  ap¬ 
praisal  need  not  be  prepared  in  con¬ 
nection  with  issuance  of  this  amend¬ 
ment. 

For  further  details  with  respect  to 
this  action,  see  (1)  the  application  for 
amendment  dated  October  28,  1977,  as 
amended  by  letter  dated  December  15, 
1977,  (2)  Amendment  No.  17  to  License 
No.  DPR-6.  and  (3)  the  Commission’s 
letter  to  the  licensee  dated  November 
25,  1977  and  the  attached  Safety  Eval¬ 
uation  of  the  same  date.  All  of  these 
items  are  available  for  public  inspec¬ 
tion  at  the  Commission’s  Public  Docu¬ 
ment  Room,  1717  H  Street  NW,, 
Washington,  D.C.  and  at  the  Charle¬ 
voix  Public  Library,  107  Clinton 
Street,  Charlevoix,  Mich.  49720. 

A  single  copy  of  items  (2)  and  (3) 
may  be  obtained  upon  request  ad¬ 
dressed  to  the  U.S.  Nuclear  Regula¬ 
tory  Commission.  Washington.  D.C. 
20555,  Attention:  Director,  Division  of 
Operating  Reactors. 

Dated  at  Bethesda,  Md.,  this  6th  day 
of  March.  1978. 

For  the  Nuclear  Regulatory  Com¬ 
mission. 

Dennis  L.  Ziemann, 
Chief,  Operating  Reactors 
Branch  No.  2,  Division  of  Op¬ 
erating  Reactors. 

(FR  Doc.  78-7092  PUed  3-16-78;  8:45  am] 


[7590-01] 

[Docket  No.  50-255] 

CONSUMERS  POWER  CO. 

luwanc*  of  Amondiiient  to  Provisional 
Oporoting  Uconso 

The  U.S.  Nuclear  Regulatory  Com¬ 
mission  (the  Commission)  has  issued 
Amendment  No.  36  to  Provisional  Op¬ 
erating  License  No.  DPR-20,  issued  to 
Consumers  Power  Co.  (the  licensee), 
which  revised  Technical  Specifications 
for  operation  of  the  Palisades  Plant 
(the  facility),  located  in  Covert  Town¬ 
ship,  Van  Buren  Cotinty,  Mich.  The 
amendment  is  effective  as  of  its  date 
of  issuance. 

This  amendment  deletes  the  require¬ 
ment  for:  (1)  An  annual  operating 
report  and  (2)  a  respiratory  protection 
program. 

The  application  for  the  amendment 
complies  with  the  standards  and  re¬ 
quirements  of  the  Atomic  Energy  Act 
of  1954,  as  amended  (the  Act),  and  the 
Commission’s  rules  and  regulations. 
’The  Commission  has  made  appropri¬ 
ate  findings  as  required  by  the  Act  and 
the  Commission’s  rules  and  regula¬ 


tions  in  10  CFR  Chapter  I.  which  are 
set  forth  in  the  license  amendment. 
Prior  public  notice  of  this  amendment 
was  not  required  since  the  amendment 
did  not  involve  a  significant  hazards 
consideration. 

The  Commission  has  determined 
that  the  issuance  of  this  amendment 
will  not  reult  in  any  significant  envi¬ 
ronmental  impact  and  that  pursuant 
to  10  CFR  51.5(dK4)  an  environmental 
statement  or  negative  declaration  and 
environmental  impact  appraisal  need 
not  be  prepared  in  connection  with 
the  issuance  of  this  amendment. 

For  further  details  with  respect  to 
this  action,  see  (1)  the  application  for 
amendment  dated  November  11,  1977, 
(2)  Amendment  No.  36  to  License  No. 
DPR-20,  and  (3)  the  Commission’s  re¬ 
lated  Safety  Evaluation.  All  of  these 
items  are  available  for  public  inspec¬ 
tion  at  the  Commission’s  Public  Docu¬ 
ment  Room,  1717  H  Street  NW., 
Washington,  D.C.  and  at  the  Kalama¬ 
zoo  Public  Library,  315  South  Rose 
Street,  Kalamazoo,  Mich.  49006.  A 
copy  of  items  (2)  and  (3)  may  be  ob¬ 
tained  upon  request  addressed  to  the 
U.S.  Nuclear  Regulatory  Commission, 
Washington,  D.C.  20555,  Attention:  Di¬ 
rector,  Division  of  Operating  Reactors. 

Dated  at  Bethesda,  Md.,  this  24th 
day  of  February  1978. 


For  the  Nuclear  Regulatory  Com¬ 
mission. 


A.  SCHWENCER, 

Chief,  Operating  Reactx>rs 
Branch  No.  1,  Division  of  Op¬ 
erating  Reactors. 


[PR  Doc.  78-7093  PUed  3-16-78;  8:45  am] 


[7590-01] 


[Docket  No.  50-409] 

DAIRYLAND  POWER  COOPERATIVE 

Issuance  of  Amondmont  to  Provisional 
Operating  Uconso 

The  Nuclear  Regulatory  Commission 
(the  Commission)  has  issued  Amend¬ 
ment  No.  11  to  Provisional  Operating 
License  No.  DPR-45  issued  to  Dairy- 
land  Power  Cooperative  (the  licensee) 
which  revised  Technical  specifications 
for  operation  of  the  La  Crosse  Boiling 
Water  Reactor  (LACBWR),  located  in 
Vernon  County,  Wis.  The  amendment 
is  effective  as  of  its  date  of  issuance. 

’The  amendment  (1)  modifies  the 
Technical  Specifications  for  operation 
of  the  LACBWR  with  a  core  configu¬ 
ration  of  32  Exxon  Type  III  new  fuel 
assemblies  and  40  Allis-Chalmers  Type 
II  irradiated  fuel  assemblies;  (2)  adds 
provisions  in  the  Technical  Specifica¬ 
tions  for  an  off-gas  and  coolant  activ¬ 
ity  monitoring  program  and  limiting 
conditions  for  operation  which  will 
assure  that  appropriate  correction 
action  will  be  taken  in  the  event  of  ex¬ 
cessive  fuel  failures;  (3)  increases  the 


surveillance  on  the  control  rods  and 
drives:  (4)  adds  provisions  in  the  Tech¬ 
nical  Specifications  for  operation  of 
LACBWR  with  a  second  completely 
redundant  and  independent  120  volt 
A.C.  nonintertruptible  bus  and  a  di¬ 
verse  parameter  (containment  pres¬ 
sure)  for  actuation  of  the  High  Pres¬ 
sure  Core  Spray  System;  and  (5)  pro¬ 
vides  for  minor  changes  in  the  Techni¬ 
cal  Specifications  which  include  rear¬ 
rangement  of  sections,  addition  of 
definitions,  and  numbering  of  pages  to 
accommodate  the  Standard  Technical 
Specification  format. 

The  applications  for  the  amendment 
comply  with  the  standards  and  re¬ 
quirements  of  the  Atomic  Elnergy  Act 
of  1954,  as  amended  (the  Act),  and  the 
Commission’s  rules  and  regulations. 
The  Commission  has  made  appropri¬ 
ate  findings  as  required  by  the  Act  and 
the  Commission’s  rules  and  regula¬ 
tions  in  10  CFR  Chapter  I,  which  are 
set  forth  in  the  license  amendment. 
Notice  of  Proposed  Issuance  of 
Amendment  to  Provisional  Operating 
License  in  connection  with  Item  1  of 
this  action  was  published  in  the  Feder¬ 
al  Register  on  July  26,  1976  (41  FR 
30743)  and  October  21,  1977  (42  FR 
56171).  No  request  for  a  hearing  or  pe¬ 
tition  for  leave  to  intervene  was  filed 
following  notice  of  the  proposed 
action.  Prior  public  notice  of  Items  2 
through  5  of  this  action  was  not  re¬ 
quired  since  they  do  not  involve  a  sig¬ 
nificant  hazards  consideration 

The  Commission  has  determined 
that  the  issuance  of  this  amendment 
will  not  result  in  any  significant  envi¬ 
ronmental  impact  and  that  pursuant 
to  10  CFR  51.5(d)(4)  an  environmental 
impact  statement,  or  negative  declara¬ 
tion  and  environmental  impact  ap¬ 
praisal  need  not  be  prepared  in  con¬ 
nection  with  issuance  of  this  amend¬ 
ment. 

For  further  details  with  respect  to 
this  action,  see  (1)  the  applications  for 
amendment  dated  May  18,  1976,  as 
supplemented  December  9,  1976,  Janu¬ 
ary  17  and  21,  February  10,  17,  and  25, 
March  4,  APi’il  27,  October  5  and  11, 
and  December  9,  1977;  and  November 
16,  1977,  as  supplemented  February 
16,  1978;  (2)  Amendment  No.  11  to  Li¬ 
cense  No.  DPR-45;  (3)  the  Commis¬ 
sion’s  Safety  Evaluation  related  to  a- 
New  Core  Configuration;  (4)  the  Com¬ 
mission’s  Safety  Evaluation  related  to 
Fuel  Performance;  (5)  the  Commis¬ 
sion’s  Safety  Evaluation  related  to  Fa¬ 
cility  Modifications;  and  (6)  the  report 
entitled  “Analysis  of  LACBWR  Fuel 
Failures.’’  All  of  these  items  are  avail¬ 
able  for  public  inspection  at  the  Com¬ 
mission’s  Public  Document  Room, 
1717  H  Street  NW.,  Washington,  D.C. 
and  at  the  La  Crosse  Public  Library, 
800  Main  Street,  La  Crosse,  Wis.  A 
copy  of  items  (2)  through  (6)  may  be 
obtained  upon  request  addressed  to 
the  U.S.  Nuclear  Regulatory  Commis- 
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Sion,  Washingrton,  D.C.  20555,  Atten¬ 
tion;  Director,  Division  of  Operating 
Reactors. 

Dated  at  Bethesda,  Md.,  this  3rd  day 
of  March  1978. 

For  the  Nuclear  Regulatory  Com¬ 
mission. 

Robert  W.  Reid, 
Chief,  Operating  Reactors 
Branch  No.  4,  Division  of  Op¬ 
erating  Realtors. 

[PR  Doc.  78-7094  Piled  3-16-78;  8:45  am] 


[7590-01] 

[Docket  No.  50-366] 

GEORGIA  POWER  CO. 

Availobility  of  Final  Envirenmantal  Stotamant 

Oparoting  Licans*  Stag*  for  Edwin  I.  Hatch 

Nudoar  Plant,  Unit  No.  2 

Pursuant  to  the  National  Environ¬ 
mental  Policy  Act  of  1969  and  the  U.S. 
Nuclear  Regulatory  Commission’s  reg¬ 
ulations  in  10  CFR  Part  51,  notice  is 
hereby  given  that  the  final  environ¬ 
mental  statement  prepared  by  the 
Commission’s  Office  of  Nuclear  Reac¬ 
tor  Regulation,  related  to  the  pro¬ 
posed  operation  of  the  Edwin  I.  Hatch 
Nuclear  Plant,  Unit  No.  2,  is  available 
for  inspection  by  the  public  in  the 
Commission’s  Public  Document  Room 
at  1717  H  Street  NW.,  Washington, 
D.C.,  and  in  the  Appling  County 
Public  Library,  Parker  Street,  Baxley, 
Ga.  The  final  environmental  state¬ 
ment  is  also  being  made  available  at 
the  Office  of  Planning  and  Budget,  In¬ 
tergovernmental  Relations  Division, 
270  Washington  Street  SW.,  Atlanta, 
Oa.,  and  the  Altamaha  Area  Planning 
Comn^ion,  Baxley,  Ga. 

The  notice  of  availability  of  the 
draft  environmental  statement  and  re¬ 
quest  for  comments  from  interested 
persons  was  published  in  the  F^eral 
Register  on  May  6,  1977  (42  FR 
23189).  The  comments  received  from 
Federal,  State,  and  local  officials  and 
interested  members  of  the  public  have 
been  included  as  an  appendix  to  the 
final  environmental  statement. 

Copies  of  the  final  environmental 
statement  (Document  No.  NUREG- 
0417)  may  be  purchased,  at  current 
rates,  from  the  National  Technical  In¬ 
formation  Service,  Springfield,  Va. 
22161.  (Printed  Copy:  $8,  Microfiche: 
$3.) 

Dated  at  Bethesda,  Md.,  this  10th 
day  of  March  1978. 

For  the  Nuclear  Regulatory  Com¬ 
mission. 

George  W.  Knighton, 
Chief,  Environmental  Projects 
Branch  No.  1,  Division  of  Site 
Safety  and  Environmental 
Analysis. 

[FR  Doc.  78-7095  Piled  3-16-78;  8;45  am] 


[7590-01] 

[Dockets  Nos.  50-245  and  50-336] 

NORTHEAST  NUCLEAR  ENERGY  CO.,  CON¬ 
NECTICUT  LIGHT  AND  POWER  CO.,  HART- 

FORD  ELECTRIC  LIGHT  CO.,  AND  WESTERN 

MASSACHUSETTS  ELECTRIC  CO. 

iMuanca  of  Amandmanta  to  Oparating  Lkansas 

The  U.S.  Nuclear- Regulatory  Com¬ 
mission  (the  Commission)  has  issued 
Amendment  No.  45  to  Provisional  Op¬ 
erating  License  No.  DPR-21  and 
Amendment  No.  36  to  Facility  Operat¬ 
ing  License  No.  DPR-65  to  Northeast 
Nuclear  Energy  Co.,  the  Connecticut 
Light  and  Power  Co.,  the  Hartford 
Electric  Light  Co.,  and  Western  Mas¬ 
sachusetts  Electric  Co.,  which  revised 
technical  specifications  for  operation 
of  the  Millstone  Nuclear  Power  Sta¬ 
tion,  Units  Nos.  1  and  2,  located  in  the 
Town  of  Waterford,  Conn.  The 
amendments  are  effective  as  of  their 
date  of  issuance. 

These  amendments  modify  the  tech¬ 
nical  specifications  to  permit  use  of 
the  LER  and  monthly  operating 
report  formats  different  than  those 
contained  in  Regulatory  Guide  1.16 
and  delete  the  requirements  for  an 
annual  operating  report. 

The  application  for  the  amendments 
complies  with  the  standards  and  re¬ 
quirements  of  the  Atomic  Energy  Act 
of  1954,  as  amended  (the  Act),  and  the 
Commission’s  rules  and  regulations. 
The  Commission  has  made  appropri¬ 
ate  findings  as  required  by  the  Act  and 
the  Commission’s  rules  and  regula¬ 
tions  in  10  CFR  Chapter  I,  which  are 
set  forth  in  the  license  amendments. 
Prior  public  notice  of  these  amend¬ 
ments  was  not  required  since  the 
amendments  do  not  involve  a  signifi¬ 
cant  hazards  consideration. 

The  Commission  has  determined 
that  the  issuance  of  these  amend¬ 
ments  will  not  result  in  any  significant 
environmental  impact  and  that  pursu¬ 
ant  to  10  CFR  51.5(d)(4)  an  environ¬ 
mental  impact  statement  or  negative 
declaration  and  environmental  impact 
appraisal  need  not  be  prepared  in  con¬ 
nection  with  issuance  of  these  amend¬ 
ments. 

For  further  details  with  respect  to 
this  action,  see  (1)  the  application  for 
amendment  dated  October  31,  1977, 

(2)  Amendments  Nos.  45  and  36  to  Li¬ 
censes  Nos.  DPR-21  and  DPR-65,  and 

(3)  the  Commission’s  related  safety 
evaluation.  All  of  these  items  are 
available  for  public  inspection  at  the 
Commission’s  Public  Document  Room, 
1717  H  Streeti  NW.,  Washington,  D.C., 
and  at  the  Waterford  Public  Library, 
Rope  Perry  Road,  Route  156,  Water¬ 
ford,  Conn.  A  copy  of  items  (2)  and  (3) 
may  be  obtained  upon  request  ad¬ 
dressed  to  the  U.S.  Nuclear  Regula¬ 
tory  Commission,  Washington.  D.C. 
20555,  Attention:  Director,  Division  of 
Operating  Reactors. 


Dated  at  Bethesda.  Md..  this  10th 
day  of  March  1978. 


For  the  Nuclear  Regulatory  Com¬ 
mission. 


George  Lear, 

Chief,  Operating  Reactors 
Branch  No.  3,  Division  of  Op¬ 
erating  Reactors. 


[FR  £>oc.  78-7096  FUed  3-16-78;  8:45  am] 


[7590-01] 


[Docket  No.  50-548] 

OMAHA  PUBLIC  POWER  DISTRICT 

Availability  of  NRC  Final  Environmantal  Stoto- 

mant  Ralotod  to  ttio  Dotonnination  of  SHa 

Suitability  for  Fort  Calhoun  Station,  Unit 

No.  2 

Pursuant  to  the  National  Environ¬ 
mental  Policy  Act  of  1969  and  the  U.S. 
Nuclear  Regulatory  Commission’s  reg¬ 
ulations  in  10  CFR  Part  51.  notice  is 
hereby  given  that  a  final  environmen¬ 
tal  statement  (NUREG-0434)  has  been 
prepared  by  the  Commission’s  Office 
of  Nuclear  Reactor  Regulation  related 
to  the  suitability  of  the  site  proposed 
for  eventual  construction  of  the  Fort 
Calhoun  Station,  Unit  No.  2.  in  Wash¬ 
ington  County,  Nebr.  NUREG-0434  is 
available  for  inspection  by  the  public 
in  the  Commission’s  Public  Document 
Room  at  1717  H  Street  NW.,  Washing¬ 
ton.  D.C.,  and  the  Blair  Public  Li¬ 
brary,  1665  Lincoln  Street,  Blair.  Nebr. 
68028.  The  final  environmental  state¬ 
ment  is  also  being  made  available  at 
the  State  Office  of  Planning  and  Pro¬ 
gramming.  State  Capitol.  Lincoln. 
Nebr.  68509  and  the  Extra-Metropoli¬ 
tan  Council  of  Governments,  P.O.  Box 
C,  Fremont,  Nebr.  68025. 

The  notice  of  availability  of  the 
draft  environmental  statement  related 
to  the  suitability  of  the  Fort  Calhoun 
site  and  request  for  comments  from  in¬ 
terested  persons  was  published  in  the 
Federal  Register  (42  FR  20845)  on 
April  22.  1977. 

The  comments  received  from  Feder¬ 
al.  State,  and  local  officials  and  inter¬ 
ested  members  of  the  public  have  been 
included  as  an  appendix  to  the  final 
environmental  statement. 

Copies  of  the  final  environmental 
statement  (Document  No.  NUREG- 
0417)  may  be  purchased,  at  current 
rates,  from  the  National  Technical  In¬ 
formation  Service,  Springfield.  Va. 
22161.  (Printed  Copy:  $8,  Microfiche: 
$3.) 

Dated  at  Bethesda,  Md.,  this  13th 
day  of  March  1978. 

For  the  Nuclear  Regulatory  Com¬ 
mission. 


George  W.  Knighton, 
Chief,  Environmental  Projects 
Branch  No.  1,  Division  of  Site 
Safety,  and  Environmental 
Analysis. 

[PR  Doc.  78-7089  Filed  3-16-78;  8:45  am] 
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RISK  ASSESSMENT  REVIEW  GROUP 
AAMting 

Pursuant  to  the  Federal  Advisory 
Committee  Act  (Pub.  L.  92-463),  notice 
is  hereby  given  of  a  2-day  open  meet¬ 
ing  of  the  Risk  Assessment  Review 
Group  of  the  U.S.  Nuclear  Regulatory 
Commission  (NRC),  to  be  held  at  8:30 
a.m.,  on  April  3  and  4.  1978,  in  Room 
3148  of  Building  90,  University  of  Cali¬ 
fornia.  Lawrence  Berkeley  Laboratory, 
Berkeley,  Calif.  The  purposes  of  this 
meeting  are  to  continue  the  review  of 
the  final  report  of  the  Reactor  Safety 
Study  (WASH-1400)  and  the  peer 
comments  thereon,  to  obtain  informa¬ 
tion  on  developments  in  the  field  of 
risk  assessment  methodology  and  to 
discuss  subjects  that  might  be  includ¬ 
ed  in  the  report  of  the  Review  Group. 

The  Risk  Assessment  Review  Group 
is  an  independent  group  established 
by  the  NRC  (42  PR  34955)  for  the  pur¬ 
pose  of  providing  advice  and  informa¬ 
tion  to  the  Commission  regarding  the 
final  report  of  the  Reactor  Safety 
Study.  WASH-1400  (NUREG-75/014), 
and  the  peer  comments  on  the  study, 
advice  and  recommendations  on  devel¬ 
opments  in  the  field  of  risk  assessment 
methodology  and  courses  of  action 
which  might  be  taken  on  future  devel¬ 
opment  and  use  of  risk  assessment 
methodology.  This  advice  and  infor¬ 
mation  will  assist  the  Commission  in 
establishing  policy  regarding  the  use 
of  risk  assessment  in  the  regulatory 
process.  It  will  also  clarify  the  achieve¬ 
ments  and  limitations  of  the  Reactor 
Safety  Study.  The  Review  Group  will 
submit  a  report  to  the  Commission  on 
or  before  July  1, 1978. 

In  carrying  out  these  assignments,  it 
is  anticipated  that  a  number  of  work¬ 
ing  sessions  will  be  scheduled  at  differ¬ 
ent  locations,  with  notification  to  the 
public  well  in  advance  of  each  meet¬ 
ing.  With  respect  to  public  participa¬ 
tion  in  the  meeting,  the  following  re¬ 
quirements  shall  apply: 

(a)  Persons  wishing  to  submit  writ¬ 
ten  statements  regarding  the  agenda 
may  do  so  by  providing  10  readily  re¬ 
producible  copies  to  the  Review  Group 
at  the  beginning  of  the  meeting.  Com¬ 
ments  should  be  limited  to  areas 
within  the  Group’s  purview.  Persons 
desiring  to  mail  written  comments 
may  do  so  by  sending  a  readily  repro¬ 
ducible  copy  thereof  in  time  for  con¬ 
sideration  at  this  meeting.  Comments 
postmarked  no  later  than  March  24, 
1978,  to  Dr.  John  H.  Austin,  Office  of 
Policy  Evaluation,  NRC,  Washington, 
D.C.  20555,  will  normally  be  received 
in  time  to  be  considered  at  this  meet¬ 
ing.  Of  course,  comments  not  received 
in  time  for  this  meeting  will  be  circu¬ 
lated  to  the  members  of  the  Review 
Group  for  consideration  at  a  future 
meeting.  Comments  should  pertain  to 


the  field  of  risk  assessment  method¬ 
ology  or  should  be  based  on  the  final 
report  of  the  Reactor  Safety  Study, 
copies  of  which  are  available  for 
public  inspection  at: 

1.  The  NRC  Public  Document  Room.  1717 
H  Street  NW..  Washington,  D.C.  20555. 

2.  The  NRC’s  five  Regional  Offices  of  In¬ 
spection  and  Enforcement: 

Region  I.— 631  Park  Avenue,  King  of  Prus¬ 
sia,  Pa.  19406. 

Region  II.— Suite  1^7,  230  Peachtree 
Street,  Atlanta,  Ga.  30303. 

Region  III.— 796  Roosevelt  Road,  Glen 
EUyn,  ni.  60137. 

Region  IV.— Suite  1000,  611  Ryan  Plaza 
Drive.  Arlington.  Tex.  76012. 

Region  V.— Suite  202,  1990  North  California 
Boulevard,  Walnut  Creek,  Calif.  94596. 

Copies  of  the  Final  Report  may  be  .ob¬ 
tained  from; 

U.S.  Nuclear  Regulatory  Commission, 
Office  of  Nuclear  Regulatory  Research. 
Probabilistic  Analysis  Staff.  Attn;  Melea 
S.  Fogle,  telephone:  301-492-8377,  7735 
Old  Georgetown  Road,  Bethesda,  Md. 
20014. 

(b)  Persons  desiring  to  make  an  oral 
statement  at  the  meeting  should  make 
a  request  to  do  so  prior  to  the  meeting, 
identifying  the  topics  and  desired  pre¬ 
sentation  time  so  that  appropriate  ar¬ 
rangements  can  be  made.  The  time  al¬ 
lotted  for  such  statements  will  be  at 
the  discretion  of  the  Chairman.  The 
Review  Group  will  receive  oral  state¬ 
ments  on  topics  relevant  to  its  purview 
at  an  appropriate  time  chosen  by  the 
Chairman. 

(c)  Further  information  regarding 
topics  to  be  discussed,  whether  the 
meeting  has  been  cancelled  or  resche¬ 
duled.  the  Chairman’s  ruling  on  re¬ 
quests  for  the  opportiuiity  to  present 
oral  statements  and  the  time  allotted 
therefor  can  be  obtained  by  a  prepaid 
telephone  call  on  March  31,  1978,  to 
the  Office  of  Policy  Evaluation,  tele¬ 
phone  202-254-5184,  Attn:  John 
Austin,  between  8:15  a.m.  and  5  p.m. 
EDT. 

(d)  Questions  may  be  asked  only  by 
members  of  the  Review  Group. 

(e)  Statement  of  views  or  expres¬ 
sions  of  opinion  made  by  members  of 
the  Review  Group  at  open  meetings 
are  not  intended  to  represent  final  de¬ 
terminations  or  beliefs. 

(f)  The  use  of  still,  motion  picture, 
and  television  cameras,  the  physical 
installation  and  presence  of  which  will 
not  interfere  with  the  conduct  of  the 
meeting,  will  be  permitted  both  before 
and  after  the  meeting  and  during  any 
recess.  The  use  of  such  equipment  will 
not,  however,  be  allowed  while  the 
meeting  is  in  session. 

(g)  A  copy  of  the  minutes  of  the 
meeting  will  be  available  for  inspec¬ 
tion  on  or  after  June  30,  1978,  at  the 
NRC  Public  Document  Room,  1717  H 
Street  NW.,  Washington,  D.C.  20555. 

Copies  may  be  obtained  upon  pay¬ 
ment  of  appropriate  charges. 


Dated  at  Washington,  D.C.,  March 
13. 1978. 

John  C.  Hoyle, 
Advisory  Committee 
Management  Officer. 
[FR  E>oc.  78-7091  FUed  3-16-78;  8:45  am] 


[7590-01] 

ADVISORY  COMMITTEE  ON  REACTOR  SAFE¬ 
GUARDS,  WORKING  GROUF  ON  ANTiaPAT- 
ED  TRANSIENTS  WITHOUT  SCRAM 

MMting 

The  March  31,  1978  meeting  of  the 
ACRS  Working  Group  on  Anticipated 
Transients  Without  SCRAM  has  been 
rescheduled  to  be  held  on  April  20. 
1978  in  Room  1046,  1717  H  Street 
NW.,  Washington,  D.C.  20555,  starting 
at  8:30  a.m.  All  items  pertaining  to  the 
meeting  remain  the  same  as  an- 
noiuiced  in  the  Federal  Register  on 
December  2  and  December  19, 1977. 

Dated;  March  14. 1978. 

John  C.  Hoyle, 
Advisory  Committee 
Management  Officer. 
[FR  Doc.  78-7101  Filed  3-16r78;  8:45  am] 


[7590-01] 

[Docket  No.  27-39] 

NUCLEAR  ENGINEERING  CO.,INC 

Ettoblishmant  of  Atomic  Sofoty  and  Liconsing 
Board  To  Rulo  on  Potttiont 

Pursuant  to  delegation  by  the  Com¬ 
mission  dated  December  29,  1972,  pub¬ 
lished  in  the  Federal  Register  (37  FR 
28710)  and  Sections  2.105,  2.700,  2.702, 
2.714,  2.714a.  2.717  and  2.721  of  the 
Commission’s  Regulations,  all  as 
amended,  an  Atomic  Safety  and  Li¬ 
censing  Board  is  being  established  to 
rule  on  petitions  and/or  requests  for 
leave  to  intervene  in  the  following  pro¬ 
ceeding; 

Nuclear  Engineering  Co.,  Inc. 

(Sheffield,  Illinois,  Low-Level  Radioactive 
Waste  Disposal  Site— “Trench  15”  Matter.) 

This  action  is  in  reference  to  a 
notice  published  by  the  Commission 
on  January  6,  1978,  in  the  Federal 
Register  (43  FR  1160)  entitled  “Re¬ 
ceipt  of  Application  for  License 
Amendment  and  Request  for  Exemp¬ 
tion;  Notice  of  Opportunity  for  Public 
Comment.’’ 

The  Chairman  of  this  Board  and  his 
address  is  as  follows: 

Andrew  C.  Goodhope,  Esq. 

3320  Estelle  Terrace 

Wheaton,  Md.  20906 

The  other  members  of  the  Board 
and  their  addresses  are  as  follows: 

Dr.  Linda  W.  Little 

Research  Triangle  Institute 

P.O.  Box  12194 

Research  Triangle  Park,  N.C.  27709 
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Dr.  Forrest  J.  Remick 
305  E.  Hamilton  Avenue 
State  College.  Pa.  16801 

As  a  result  of  the  above  Federal 
Register  Notice  several  petitions  to 
intervene  have  been  filed.  The  above 
Board  will  rule  on  these  petitions.  In 
addition,  the  NRC  Staff  will  publish  in 
the  Federal  Register  a  “Notice  of  Op¬ 
portunity  for  Public  Hearing,”  in  this 
matter.  The  Board  has  no  Jurisdiction 
to  rule  on  the  application  for  an  ex¬ 
emption,  unless  such  jurisdiction  is 
delegated  to  it  by  the  Commission. 

Dated  at  Bethesda,  Md.,  this  13th 
day  of  March  1078. 

Atomic  Safety  and  Licensing 
Board  Panel, 

James  R.  Yore, 

Chairman. 

[FR  Doc.  78-7097  Filed  3-16-78:  8:45  am] 


[7590-01] 

[NuReg-75/0871 

REVISION  TO  THE  STANDARD  REVIEW  PLAN 
Issuonc*  and  Availability 

As  a  continuation  of  the  updating 
program  for  the  Standard  Review 
Plan  (SRP)  previously  announced 
(Federal  Register  notice  dated  Dec.  8, 
1977),  the  Nuclear  Regulatory  Com¬ 
mission’s  (NRC’s)  Office  of  Nuclear 
Reactor  Regulation  has  published  Re¬ 
vision  No.  1  to  Section  No.  13.3  of  the 
SRP  for  the  NRC  staff’s  safety  review 
of  applications  to  build  and  operate 
light-water-cooled  nuclear-power  reac¬ 
tors.  The  purpose  of  the  plan,  which  is 
composed  of  224  sections,  is  to  improve 
both  the  quality  and  imiformity  of  the 
NRC  staff’s  review  of  applications  to 
build  new  nuclear  power  plants,  and  to 
make  information  about  regulatory 
matters  widely  available,  including  the 
improvement  of  commimication  and 
understanding  of  the  staff  review  pro¬ 
cess  by  interested  members  of  the 
public  and  the  nuclear  power  industry. 
The  purpose  of  the  updating  program 
is  to  revise  sections  of  the  SRP  for 
which  changes  in  the  review  plan  have 
been  developed  since  the  original  issu¬ 
ance  in  September  1975  to  reflect  cur¬ 
rent  practice. 

Copies  of  the  Standard  Review  Plan 
for  the  Review  of  Safety  Analysis  Re¬ 
ports  for  Nuclear  Power  Plants,  which 
has  been  identified  as  NuReg-75/087, 
are  available  from  the  National  Tech¬ 
nical  Information  Service,  Springfield, 
Va.  22161.  The  domestic  price  is  $70, 
including  first-year  supplements. 
Annual  subscriptions  for  supplements 
alone  are  $30.  Individual  sections  are 
available  at  current  prices.  The  domes¬ 
tic  price  for  Revision  No.  1  to  Section 
No.  13.3  is  $4.  Foreign  price  informa¬ 
tion  is  available  from  NTIS.  A  copy  of 
the  Standard  Review  Plan  including 


all  revisions  published  to  date  is  avail¬ 
able  for  public  inspection  at  the  NRC’s 
Public  Document  Room  at  1717  H 
Street  NW.,  Washington.  D.C.  20555  (5 
U.S.C.  552(a)). 

Dated  at  Bethesda,  Md.,  this  9th  day 
of  March.  1978. 

For  the  U.S.  Nuclear  Regulatory 
Commission. 

Roger  S.  Boyd, 

Director,  Division  of  Project 
Management,  Office  of  Nuclear 
Reactor  Regulation, 

[FR  Doc.  78-7098  FUed  3-16-78:  8:45  am] 


[7590-01] 

[NuReg-75/087] 

REVISION  TO  THE  STANDARD  REVIEW  PLAN 
ItMianca  and  Availability 

As  a  continuation  of  the  updating 
program  for  the  Standard  Review 
Plan  (SRP)  previously  announced 
(Federal  Register  notice  dated  Dec.  8, 
1977),  the  Nuclear  Regulatory  Com¬ 
mission’s  (NRC’s)  Office  of  Nuclear 
Reactor  Regulation  has  published  Re¬ 
vision  No.  1  to  Section  No.  5.4.6  of  the 
SRP  for  the  NRC  staff’s  safety  review 
of  applications  to  build  and  operate 
light-water-cooled  nuclear  power  reac¬ 
tors.  The  purpose  of  the  plan,  which  is 
composed  of  224  sections,  is  to  improve 
both  the  quality  and  uniformity  of  the 
NRC  staffs  review  of  applications  to 
build  new  nuclear  power  plants,  and  to 
make  information  about  regulatory 
matters  widely  available,  including  the 
improvement  of  communication  and 
understanding  of  the  staff  review  pro¬ 
cess  by  interested  members  of  the 
public  and  the  nuclear  power  industry. 
The  purpose  of  the  updating  program 
is  to  revise  sections  of  the  SRP  for 
which  changes  in  the  review  plan  have 
been  developed  since  the  original  issu¬ 
ance  in  September  1975  to  reflect  cur¬ 
rent  practice. 

Copies  of  the  Standard  Review  Plan 
for  the  Review  of  Safety  Analysis  Re¬ 
ports  for  Nuclear  Power  Plants,  which 
has  been  identified  as  NuReg-75/087, 
are  available  from  the  National  Tech¬ 
nical  Information  Service,  Springfield. 
Va.  22161.  The  domestic  price  is  $70, 
including  first-year  supplements. 
Annual  subscriptions  for  supplements 
alone  are  $30.  Individual  sections  are 
available  at  current  prices.  The  domes¬ 
tic  price  for  Revision  No,  1  to  Section 
No.  5.4.6  is  $4.  Foreign  price  informa¬ 
tion  is  available  from  NTIS.  A  copy  of 
the  Standard  Review  Plan  including 
all  revisions  published  to  date  is  avail¬ 
able  for  public  inspection  at  the  NRC’s 
Public  Document  Room  at  1717  H 
Street  NW.,  Washington.  D.C.  20555  (5 
U.S.C.  552(a)). 

Dated  at  Bethesda.  Md.,  this  10th 
day  of  March,  1978. 


For  the  U.S.  Nuclear  Regulatory 
Commission. 

Roger  J.  Mattson, 
Director,  Division  of  Systems 
Safety,  Office  of  Nuclear  Reac¬ 
tor  Regulation. 

[FR  Doc.  78-7099  FUed  3-16-78:  8:45  am] 


[75yC-C]] 

(NUREG-75/087] 

REVISION  TO  THE  STANDARD  REVIEW  PLAN 
luvanca  and  Availability 

As  a  continuation  of  the  updating 
program  for  the  Standard  Review 
Plan  (SRP)  previously  announced 
(Federal  Register  notice  dated  De¬ 
cember  8,  1977),  the  Nuclear  Regula¬ 
tory  Commission’s  (NRC’s)  Office  of 
Nuclear  Reactor  Regulation  has  pub¬ 
lished  Revision  No.  1  to  Section  No. 
6.7  of  the  SRP  for  the  NRC  staff’s 
safety  review  of  applications  to  build 
and  operate  light-water-cooled  nuclear 
power  reactors.  The  purpose  of  the 
plan,  which  is  composed  of  224  sec¬ 
tions,  is  to  improve  both  the  quality 
and  uniformity  of  the  NRC  staff’s 
review  of  applications  to  build  new  nu¬ 
clear  power  plants,  and  to  make  infor¬ 
mation  about  regulatory  matters 
widely  available,  including  the  im¬ 
provement  of  communication  and  un¬ 
derstanding  of  the  staff  review  process 
by  interested  members  of  the  public 
and  the  nuclear  power  industry.  The 
purpose  of  the  updating  program  is  to 
revise  sections  of  the  SRP  for  which 
changes  in  the  review  plan  have  been 
developed  since  the  original  issuance 
in  September  1975  to  reflect  current 
practice. 

Copies  of  the  Standard  Review  Plan' 
for  the  Review  of  Safety  Analysis  Re¬ 
ports  for  Nuclear  Power  Plants,  which 
has  been  identified  as  NUREG-75/087, 
are  available  from  the  National  Tech¬ 
nical  Information  Service.  Springfield, 
Va.  22161.  The  domestic  price  is  $70, 
including  first-year  supplements. 
Annual  subscriptions  for  supplements 
alone  are  $30.  Individual  sections  are 
available  at  current  prices.  The  domes¬ 
tic  price  for  Revision  No.  1  to  Section 
No.  6.7  is  $4.  Foreign  price  information 
is  available  from  NTIS.  A  copy  of  the 
Standard  Review  Plan  including  all  re¬ 
visions  published  to  date  is  available 
for  public  inspection  at  the  NRC’s 
Public  Document  Room  at  1717  H 
Street,  NW.,  Washington.  D.C.  20555 
(5  U.S.C.  552(a)). 

Dated  at  Bethesda,  Md.,  this  9th  day 
of  March  1978. 

For  the  U.S,  Nuclear  Regulatory 
Commission. 

Roger  J.  Mattson, 
Director,  Division  of  Systems 
Safety,  Office  of  Nuclear  Reac¬ 
tor  Regulation. 

[FR  Doc.  78-7100  Filed  3-16-78;  8:45  am] 
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[7590-01] 

[Docket  No.  50-245] 

NORTHEAST  NUCLEAR  ENERGY  CO.  ET  AL 

RrepoMd  Itsuanc*  of  AinwidiMnt  to 
Provisional  Oporoting  Lkonto 

The  U.S.  Nuclear  Regulatory  Com¬ 
mission  (the  Commission)  is  consider¬ 
ing  issuance  of  an  amendment  tO  Pro¬ 
visional  OpcPaiing  License  No.  DPR- 
21  issued  to  Northeast  Nuclear  Energy 
Co..  The  Hartford  Electric  Light  Co., 
Western  Massachusetts  Electric  Co. 
and  Connecticut  Light  and  Power  Co. 
(the  licensees)  for  operation  of  the 
Millstone  Nuclear  Power  Station  Unit 
No.  1  located  in  Waterford.  Conn. 

In  accordance  with  the  licensee’s  re¬ 
quest  dated  December  14, 1977,  as  sup¬ 
plemented  by  filing  dated  February 
28. 1978,  the  amenctanent  would  consid¬ 
er  a  reevaluation  of  Emergency  Core 
Cooling  System  (ECCS)  cooliiig  per- 
forman(^  submitted  in  accordance 
with  the  Commission’s  Order  for 
Modification  of  License  dated  March 
11,  1977.  This  reevaluation  not  only 
corrected  the  errors  noted  in  the 
March  11,  1977  Order  but  also  includ¬ 
ed  the  effect  of  certain  other  recently 
approved  model  changes  in  the  ECCS 
evaluation  models.  These  changes 
would  permit  an  increase  in  autho¬ 
rized  Maximum  Average  Planar  Linear 
Heat  Generation  Rates,  and  are  the 
aspects  of  the  amendment  covered  by 
this  notice. 

Prior  to  issuance  of  the  proposed  li¬ 
cense  amendment,  the  Commission 
will  have  made  the  findings  required 
by  the  Atomic  Energy  Act  of  1954,  as 
amended  (the  Act),  and  the  Commis¬ 
sion’s  rules  and  regulations  and  will 
have  completed  a  Safety  Evaluation  of 
the  propo^  action. 

By  April  17,  1978  the  licensee  may 
file  a  request  for  a  hearing  and  any 
person  whose  interest  may  be  affected 
by  this  proceeding  may  file  a  request 
for  a  hearing  in  the  form  of  a  petition 
for  leave  to  intervene  with  respect  to 
the  issuance  of  the  amendment  to  the 
subject  provisional  operating  license. 
Petitions  for  leave  to  intervene  must 
be  filed  under  oath  or  affirmation  in 
accordance  with  the  provisions  of  Sec¬ 
tion  2.714  of  10  CFR  Part  2  of  the 
Commission’s  regulations.  A  petition 
for  leave  to  intervene  must  set  forth 
the  interest  of  the  petitioner  in  the 
proceeding,  how  that  interest  may  be 
affected  by  the  results  of  the  proceed¬ 
ing,  and  the  petitioner’s  contentions 
with  respect  to  the  proposed  licensing 
action.  Such  petitions  must  be  filed  in 
accordance  with  the  provisions  of  this 
Fkderai.  Register  notice  and  $2,744, 
and  must  be  filed  with  the  Secretary 
of  the  Commission,  UB.  Nuclear  Reg¬ 
ulatory  Commission.  Washington,  D.C. 
20555,  Attention;  Docketing  and  Ser¬ 
vice  Section,  by  the  above  date.  A  copy 
of  the  petition  and/or  request  for  a 


hearing  should  be  sent  to  the  Execu¬ 
tive  Legal  Director,  U.S.  Nuclear  Reg¬ 
ulatory  Commission,  Washington.  D.C. 
20555,  and  to  William  H.  Cuddy.  Es¬ 
quire,  Day,  Berry  &  Howard,  Counsel¬ 
ors  at  Law,  One  Constitution  Plaza, 
Hartford.  Conn.  06103,  attorney  for 
the  licensees. 

A  ^  i^tition  for  leave  io  intervene 
IH’dst  be  accompanied  by  a  supporting 
affidavit  which  identifies  the  si^ific 
aspect  or  aspects  of  the  proceeding  as 
to  which  intervention  is  desired  and 
specifies  with  particularity  the  facts 
on  which  the  petitioner  relies  as  to 
both  his  interest  and  his  contentions 
with  regard  to  each  aspect  on  which 
intervention  is  requested.  Petitions 
stating  contentions  relating  only  to 
matters  outside  the  Commission’s  ju¬ 
risdiction  will  be  denied. 

All  petitions  will  be  acted  upon  by 
the  Commission  or  licensing  board, 
designated  by  the  Commission  or  by 
the  Chairman  of  the  Atomic  Safety 
and  Licensing  Board  Panel.  Timely  pe¬ 
titions  will  be  considered  to  determine 
whether  a  hearing  should  be  noticed 
or  another  appropriate  order  issued 
regarding  the  disposition  of  the  peti¬ 
tions.  A  petition  for  leave  to  intervene 
which  is  not  timely  will  not  be  enter¬ 
tained  absent  a  determination  by  the 
Commission  or  the  licensing  board 
designated  to  rule  on  petitions  to  in¬ 
tervene  that  the  petitioner,  in  addition 
to  the  matters  specified  in  10  CFR 
2.714(d),  has  made  a  substantial  show¬ 
ing  of  good  cause  for  failure  to  file  on 
time.  The  reasons  for  the  tardiness  in 
filing  a  petition  for  leave  to  intervene, 
as  well  as  the  factors  specified  in  10 
CFR  2.714(aKl)-(4),  shall  be  consid¬ 
ered  in  making  a  determination  as  to 
whether  there  has  been  a  substantial 
showing  of  good  cause  by  the  petition¬ 
er. 

In  the  event  that  a  hearing  is  held 
and  a  person  is  permitted  to  intervene, 
he  becomes  a  party  to  the  proceeding 
and  has  a  right  to  participate  fully  in 
the  conduct  of  the  hearing.  For  exam¬ 
ple.  he  may  present  evidence  and  ex¬ 
amine  and  cross-examine  witnesses. 

For  further  details  with  respect  to 
this  action,  see  the  application  for 
amendment  dated  December  14,  1977 
and  supplement  thereto  dated  Febru¬ 
ary  28.  1978,  which  are  available  for 
public  inspection  at  the  Commission’s 
Public  Document  Room,  1717  H  Street 
NW.,  Washington.  D.C.,  and  at  the 
Waterford  Public  Library,  Rope  Perry 
Road,  Route  156,  Waterford  Conn. 
06385. 

Dated  at  Bethesda,  Md..  this  15th 
day  of  March,  1978. 

For  the  Nuclear  Regulatory  Com¬ 
mission. 

Dennis  L.  Ziemann, 
Chief,  Systematic  Evaluation 
Projects  Branch,  Division  of 
Operating  Reactors. 

[FR  Doc.  78-7178  FUed  3-16-78;  9:19  am] 


[3110-01] 

OFFICE  OF  MANAGEMENT  AND 
BUDGET 

Raperts  on  Naw  Systomt 
PRIVACY  ACT  O?  1974 

The  purpose  of  this  notice  is  to  list 
reports  on  new  systems  filed  with  the 
Office  of  Management  and  Budget  to 
give  members  of  the  public  the  oppor¬ 
tunity  to  mike  inquiries  about  them 
and  to  comment  on  them. 

The  Privacy  Act  of  1974  requires  the 
agencies  give  udVnliCC  nOtlCc  to  ulle 
Congress  and  the  Office  of  Manage¬ 
ment  and  Budget  of  their  intent  to  es¬ 
tablish  or  modify  systems  of  records 
subject  to  the  Act  (5  U.S.C.  552a(o)). 
During  the  period  February  20 
through  March  3.  1978  the  Office  of 
Management  and  Budget  received  the 
following  reports  on  new  (or  revised) 
systems  of  records. 

Department  of  Justice 
System  Name: 

Position  Accoimting/Control  system 
(PACS). 

Report  Date: 

February  9, 1978. 

Point-of-Contact: 

Robert  J.  Coyne.  Acting  Administra¬ 
tive  Counsel,  Department  of  Justice, 
Washington.  D.C.  20530. 

Summary: 

This  proposed  system  will  provide 
automated  data  on  vacant  positions, 
cost  data,  turnover  rates,  and  other 
position  elements  to  support  person¬ 
nel,  budget,  and  finance  functions  of 
the  Immigration  and  Naturalization 
Service. 

Department  of  ’Transportation 
System  Name: 

Airplane  Noise  Complaint  System. 

Report  Date: 

February  16, 1978. 

Point-of-Contact: 

Mr.  Richard  Dorns,  Operational  Pri¬ 
vacy  Act  Coordinator.  Department  of 
Transportation,  Washington,  D.C. 
20591. 

Summary: 

This  proposed  system  is  intended  to 
systematize  access  to  and  use  of  noise 
complaints  registered  at  Dulles  Inter¬ 
national  and  Washington  National 
Airports,  and  JFK  Airport  during  Con¬ 
corde  Tests, 

Velma  N.  Baldwin, 
Assistant  to  the  Director  for 
Administration. 
[FR  Doc.  78-7136  FUed  3-16-78;  8:45  am] 
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[3110-01] 

CLBARANa  OF  REPORTS 
List  of  RaqiMttt 

The  following  is  a  list  of  requests  for 
clearance  of  reports  intended  for  use 
in  collecting  information  from  the 
public  received  by  the  Office  of  Man¬ 
agement  and  Budget  on  March  13. 
1978  (44  U.S.C.  3509).  The  purpose  of 
publishing  this  list  in  the  Federal 
Register  is  to  inform  the  public. 

The  list  includes  the  title  of  each  re¬ 
quest  received;  the  name  of  the  agency 
sponsoring  the  proposed  collection  of 
information;  the  agency  form 
number(s),  if  applicable;  the  frequency 
with  which  the  information  is  pro¬ 
posed  to  be  collected;  an  indication  of 
who  will  be  the  respondents  to  the 
proposed  collection;  the  estimated 
number  of  responses;  the  estimated 
burden  in  reporting  hours;  and  the 
name  of  the  reviewer  or  reviewing  divi¬ 
sion  or  office. 

Requests  for  extension  which  appear 
to  raise  no  significant  issues  are  to  be 
approved  after  brief  notice  through 
this  release. 

Further  information  about  the  items 
on  this  daily  list  may  be  obtained  from 
the  Clearance  Office.  Office  of  Man¬ 
agement  and  Budget.  Washington. 
D.C.  20503.  202-395-4529.  or  from  the 
reviewer  listed. 

New  Forms 

VETERANS  ADMINISTRATION 

Evaluation  of  a  VA  Vietnam-Era  Vocational 
Rehabilitation  Program,  single  time,  6,429 
service-connected  disabled  veterans.  Hous¬ 
ing,  Veterans,  and  Labor  Division, 
Caywood,  D.  P..  395-3532. 

ENVIRONMENTAL  PROTECTION  AGENCY 

Assessment  of  Environmental  Carcinogens: 
Survival  Interview— Control  Interview, 
single  time,  5,000  selected  cases  in  four 
study  communities.  Clearance  Office,  395- 
3772. 

GENERAL  SERVICES  ADMINISTRATION 

Claim  for  Exemption  From  Submission  of 
Certified  Cost  or  Pricing  Data,  OF-277.  on 
occasion,  4,000  suppliers  of  commercial 
items,  Caywood,  D.  P.,  395-3443. 

DEPARTMENT  OF  AGRICULTURE 

Food  and  Nutrition  Service,  Cash-in-Lieu  of 
Commodities  Study  Solicitation,  single 
time,  50  school  districts.  Human  Re¬ 
sources  Division,  Ellett,  C.  A.,  395-3532. 
Animal  and  Plant  Health  Inspection  Ser¬ 
vice,  Certificate  for  Poultry  or  Hatching 
Eggs  for  Export.  VS  17-6,  on  occasion, 
16,000  poultry  farms,  hatcheries.  Clear¬ 
ance  Office.  395-3772. 

DEPARTMENT  OP  DEFENSE 

Department  of  the  Navy,  College  Students’ 
Perception  of  the  Military  Survey,  single 
time,  800  college  students  at  selected  col¬ 
leges,  Clearance  Office.  395-3772. 

DEPARTMENT  OF  THE  INTERIOR 

National  Park  Service.  Carrying  Capacity 
Studies,  single  time,  3,100  visitors  to  Lake 


Mead  and  Coulee  Dam  NRA’s,  Clearance 
Office.  395-3772. 

Revisions 

DEPARTBIENT  OP  HEALTH,  EDUCATION,  AND 
WELFARE 

Social  Security  Administration,  Representa¬ 
tive  Payee  Report,  SSA-624,  on  occasion, 
organizations  receiving  benefits  on  behalf 
of  individuals,  40,000  responses,  10,000 
hours.  Clearance  Office,  395-3772. 

Extensions 

DEPARTMENT  OF  AGRICULTURE 

Food  and  Nutrition  Service.  Procedure  for 
Requesting  Technical  Assistance  When 
Establishing,  Mainteaining,  and  Expand¬ 
ing 'Food  Service  Facilities  in  School,  on 
occasion,  public  and  private  schools,  120 
responses,  240  hours.  Clearance  Office, 
395-3772. 

Economics,  Statistics,  and  Cooperatives  Ser¬ 
vice-Cooperatives  Land  Ownership 
Survey,  single  time,  land  owners,  250  re¬ 
sponses.  50  hours.  Clearance  Office,  395- 
3772. 

Animal  and  Plant  Health  Inspection  Ser¬ 
vice,  Inspection  Report  ■  of  Livestock 
Market  to  Handle  Swine.  VS  2-5,  VS  2-6, 
quarterly,  stockyards,  6,000  responses, 
3,000  hours,  Ellett,  C.  A.,  395-6132. 

Agricultural  Marketing  Service,  Cotton 
Sampling  Inspection  Report,  CN-59,  on 
occasion,  cotton  gins,  3,000  responses,  90 
hours.  Clearance  Office,  395-3772. 

DEPARTBIENT  OF  HEALTH,  EDUCATION,  AND 
WELFARE 

Food  and  Drug  Administration,  Import 
Entry  Report,  FD  700,  on  occasion,  bro¬ 
kers,  etc.,  500,000  responses,  25,000  hours. 
Richard  Eisinger,  395-3214. 

Social  Security  Administration: 

Report  of  Person  Entitled  to  Special 
Benefits,  SSA-1625,  on  occasion,  persons 
receiving  special  age  72  payments,  15,000 
responses.  750  hours,  (3learance  Office, 
395-3772. 

Petition  to  Obtain  Approval  of  a  Fee  for 
Representing  a  Social  Security  Claim¬ 
ant.  SSA-1560.  on  occasion,  attorneys  or 
other  persons  representing  claimants. 
10,000  responses,  7,500  hours,  Marsha 
Traynham,  395-3773. 

David  R.  Leuthold, 
Budget  and  Management  Officer. 
IFR  Doc.  78-7271  Filed  3-16-78;  8:45  ami 


[4710-02] 

DEPARTMENT  OF  STATE 

Agency  for  International  Development 

[Delegation  of  Authority  No.  401 

REGIONAL  ASSISTANT  ADMINISTRATORS,  ET 

AL 

Delegation  of  Authority  Regarding  Source, 
Origin  and  Nationality  for  Procurement 

Pursuant  to  the  authority  delegated 
to  me  by  Delegation  of  Authority  No. 
104,  dated  November  3,  1961  (26  FR 
10,608,  November  10.  1961),  as  amend¬ 
ed.  from  the  Secretary  of  State,  and 
AID  Delegation  of  Authority  No.  34, 
dated  May  13,  1969,  it  is  hereby  direct¬ 
ed  as  follows: 


I.  The  Assistant  Administrator  for 
Africa.  Asia,  Latin  America,  Near  East, 
Development  Support,  and  Private  De¬ 
velopment  Cooperation,  each  for  coun¬ 
tries  or  programs  for  which  he  or  she 
is  responsible,  are  hereby  delegated 
the  following  authorities: 

A.  Selected  Free  World.— Authority 
to  waive,  in  accordance  with  the  crite¬ 
ria  prescribed  by  Supplement  B  of 
AID  Handbook  1,  U.S.  source,  origin  or 
nationality  requirements,  to  permit 
procurement  of  goods  and  services, 
other  than  transportation  services,  in 
countries  included  in  AID  Geographic 
Code  941  (Selected  Free  World)  and 
the  cooperating  coimtry,  when  the 
cost  of  the  goods  and  services  does  not 
exceed  $500,000  (exclusive  of  transpor¬ 
tation  costs)  of  funds  made  available 
under  the  Foreign  Assistance  Act  of 
1961,  as  amended. 

B.  Free  World.— Authority  to  make 
specific  exceptions  to  U.S.  or  Code  941 
source,  origin  or  nationality  require¬ 
ments,  in  accordance  with  criteria  pre¬ 
scribed  by  Supplement  B  of  Handbook 
1,  to  permit  procurement  of  goods  and 
services,  other  than  transportation 
services,  in  any  covmtry  included  in 
AID  Geographic  Code  899  (Free 
World),  when  the  cost  of  the  goods 
and  services  does  not  exceed  $500,000 
(exclusive  of  transportation  costs)  of 
funds  made  available  under  the  For¬ 
eign  Assistance  Act  of  1961,  as  amend¬ 
ed:  provided,  however: 

1.  That  all  waivers,  authorized  pur¬ 
suant  to  this  paragraph  I.B.,  of  the 
source  and  origin  of  goods  shall  con¬ 
tain  a  certification  by  the  approving 
official  that  “Exclusion  of  procure¬ 
ment  from  free  world  countries  other 
than  the  cooperating  country  and 
countries  included  in  Code  941  would 
seriously  impede  attainment  of  U.S. 
foreign  policy  objectives  and  objec¬ 
tives  pf  the  foreign  assistance  pro¬ 
gram.’’;  and 

2.  That  all  waivers  approved  pursu¬ 
ant  to  this  paragraph  I.B.,  of  the  na¬ 
tionality  requirements  for  suppliers  of 
services,  other  than  transportation 
services,  shall  contain  a  certification 
by  the  approving  official  that  “The  in¬ 
terests  of  the  United  States  are  best 
served  by  permitting  the  procurement 
of  services  from  free  world  countries 
other  then  the  cooperating  country 
and  countries  included  in  Code  941.’’ 

II.  The  Assistant  Administrator  for 
Program  and  Management  Services  is 
hereby  delegated  the  following  au¬ 
thorities: 

A.  Selected  Free  World 

1.  When  Code  000  has  been  autho¬ 
rized  for  the  procurement  of  goods 
and  services,  authority  to  waive,  in  ac¬ 
cordance  with  the  criteria  prescribed 
in  Supplement  B  of  AID  Handbook  1, 
the  requirement  that  transportation 
services  be  on  U.S.  flag  aircraft  or 
ocean  vessels,  to  permit  financing  of 
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transportation  on  aircraft  or  ocean 
vessels  under  flag  registry  of  the  coop¬ 
erating  country  or  any  AID  Geograph¬ 
ic  Code  941  country,  when  transporta¬ 
tion  costs  do  not  exceed  $500,000  of 
funds  made  available  under  the  For¬ 
eign  Assistance  Act  of  1961,  as  amend¬ 
ed. 

2.  When  Code  941  has  been  autho¬ 
rized  for  the  procurement  of  goods 
and  services,  other  than  transporta¬ 
tion  services,  authority  to  waive,  in  ac¬ 
cordance  with  the  criteria  prescribed 
in  Supplement  B  of  AID  Handbook  1, 
the  requirement  that  transportation 
services  be  on  U.S.  or  cooperating 
country  flag  aircraft  or  ocean  vessels, 
to  permit  financing  of  transportation 
on  aircraft  or  ocean  vessels  under  flag 
registry  of  any  AID  Geographic  Code 
941  country. 

B.  Free  World 

Authority  to  waive,  in  accordance 
with  criteria  prescribed  in  Supplement 
B  of  AID  Handbook  1,  the  require¬ 
ment  that  transportation  services  be 
on  U.S.,  cooperating  country,  or  a 
Code  941  country  flag  aircraft  or 
ocean  vessels,  to  permit  the  financing 
of  transportation  on  aircraft  or  ocean 
vessels  under  flag  registry  of  any 
country  included  in  AID  Geographic 
Code  899  (Free  World),  when  trans¬ 
portation  (x>sts  do  not  exceed  $500,000 
of  funds  made  available  under  the 
Foreign  Assistance  Act  of  1961,  as 
amended;  provided,  however:  That  all 
waivers  approved  piirsuant  to  para¬ 
graph  II.B.  shall  contain  a  certifica¬ 
tion  by  the  approving  official  that 
“The  interests  of  the  U.S.  are  best 
served  by  permitting  financing  of 
transportation  services  on  aircraft  or 
ocean  vessels  under  flag  registry  of 
free  world  countries  other  than  the  co¬ 
operating  country  and  countries  in¬ 
cluded  in  Code  941." 

III.  General  Provisions. 

A.  Any  reference  in  this  Delegation 
of  Authority  to  any  Act  of  Congress, 
order,  determination,  or  delegation  of 
authority  shall  be  deemed  to  be  a  ref¬ 
erence  to  such  Act  of  Congress,  order, 
determination,  or  delegation  of  au¬ 
thority  as  amended  from  time  to  time. 

B.  Any  official  of  AID  to  whom  func¬ 
tions  are  delegated  under  this  Delega¬ 
tion  of  Authority  may  redelegate  any 
of  the  functions,  provided,  however: 
That  any  such  redelegation  shall  be 
limited  to  cases  in  which  the  cost  of 
the  goods,  services,  and  transportation 
services  do  not  exceed  $250,000;  and 
provided  further.  That  the  authority 
to  waive  source  and  origin  require¬ 
ments  tor  motor  vehicle  procurement 
shall  not  be  redelegated  for  transac¬ 
tion  in  excess  of  $25,000. 

C.  Delegation  of  Authority  No.  40, 
dated  April  17,  1964,  (29  FR  5695, 
April  29,  1964)  as  previously  amended, 
is  hereby  revoked.  This  revised  delega¬ 
tion  shall  not  be  construed  to  affect 


the  validity  of  any  waiver  or  redelega¬ 
tion  granted  by  a  properly  authorized 
official  prior  to  the  effective  date  of 
this  revised  delegation  and  any  such 
waiver  or  redelegation  shall  continue 
in  effect  unless  modified  or  revoked  by 
an  official  to  whom  such  authority  has 
been  delegated  by  this  order. 

D.  This  Delegation  of  Authority  is 
effective  immediately. 

Dated:  March  5,  1978. 

Robert  H.  Nooter, 
Deputy  Administrator. 

[FR  Doc.  78-7151  Piled  3-16-78;  8:45  am] 

[4810-22] 

DEPARTMENT  OF  THE  TREASURY 

Offic*  of  Hm  S*cr«(ary 

PORTLAND  HYDRAULIC  CEMENT  FROM 
CANADA 

Antidumping;  VTHhhelding  of  Appraitnnwnt 
Noticn 

AGENCY:  U.S.  Treasury  Department. 

ACjriON:  Withholding  of  Appraise¬ 
ment. 

SUMMARY:  This  notice  is  to  advise 
the  public  that  there  are  reasonable 
grounds  to  believe  or  suspect  that 
there  are  sales  of  Portland  hydraulic 
cement  from  Canada  to  the  United 
States  as  less  than  fair  value  within 
the  meaning  of  the  Antidumping  Act, 
1921.  Sales  at  less  than  fair  value  gen¬ 
erally  occur  when  the  price  of  mer¬ 
chandise  sold  for  exportation  to  the 
United  States  is  less  than  the  price  of 
such  or  similar  merchandise  sold  in 
the  home  market  or  to  third  countries. 
Appraisement  for  the  purpose  of  de¬ 
termining  the  proper  duties  applicable 
to  entries  of  this  merchandise  will  be 
suspended  for  6  months.  Interested 
persons  are  invited  to  comment  on  this 
action  not  later  than  April  17, 1978. 

EFFECrriVE  DATE;  March  17,  1978. 

FOR  FURTHER  INFORMATION 
CONTACrr; 

Mr.  Vincent  P.  Kane,  Operations  Of¬ 
ficer,  Duty  Assessment  Division,  U.S. 

Customs  Service,  1301  Constitution 

Avenue  NW.,  Washington,  D.C. 

20229,  telephone  202-566-5492. 

SUPPLEMENTARY  INFORMATION: 
On  August  2,  1977,  information  was  re¬ 
ceived  in  proper  form  pursuant  to 
§§  153.26  and  153.27,  Customs  Regula¬ 
tions  (19  CFR  153.26  and  153.27),  indi¬ 
cating  that  Portland  hydraulic  cement 
from  Canada  is  being,  or  is  likely  to 
be,  sold  at  less  than  fair  value  within 
the  meaning  of  the  Antidumping  Act, 
1921,  as  amended  (19  U.S.C.  160  et 
seq.)  (referred  to  in  this  notice  as  “the 
Act”).  This  information  was  submitted 
by  the  law  firm  of  Barnes,  Richardson 
and  Colburn,  representing  the  Glens 


Falls  Division  of  the  Flintkote  Co.  On 
the  basis  of  this  information  and  sub¬ 
sequent  preliminary  investigation  by 
the  Customs  Service,  an  “Antidumping 
Proceeding  Notice"  was  published  in 
the  Federal  Register  of  September  8, 
1977  (42  FR  45059). 

For  purposes  of  this  notice,  the  term 
“Portland  hydraulic  cement”  refers  to 
Portland  hydraulic  cement,  other  than 
white  nonstaining  cement. 

Tentative  Determination  of  Sales  at 

Less  Than  Fair  Value 

On  the  basis  of  information  devel¬ 
oped  in  Customs  investigation  and  for 
the  reasons  noted  below,  pursuant  to 
section  201(b)  of  the  Act  (19  U.S.C. 
160(b)),  I  hereby  determine  that  there 
are  reasonable  grounds  to  believe  or 
suspect  that  the  purchase  price  or  the 
exporter’s  sales  price,  as  applicable,  of 
Portland  hydraulic  cement  from 
Canada  is  less,  or  likely  to  be  less, 
than  the  fair  value,  and  thereby  the 
foreign  market  value  of  such  or  simi¬ 
lar  merchandise. 

Statement  of  Reasons  on  Which  This 
Determination  is  Based 

The  reasons  and  bases  for  the  above 
tentative  determination  are  as  follows: 

A.  SCOPE  OF  THE  INVESTIGATION 

It  appears  that  about  84  percent  of 
all  imports  of  Portland  hydraulic 
cement  from  Canada  was  produced  by 
Miron  Company,  Ltd.,  Lake  Ontario 
Cement,  Ltd.,  Canada  Cement  La¬ 
farge,  Ltd.,  and  St.  Lawrence  Cement 
Co.  Therefore,  the  investigation  was 
limited  to  these  producers. 

B.  BASIS  OF  COMPARISON 

For  the  purpose  of  considering 
whether  the  merchandise  in  question 
is  being,  or  is  likely  to  be,  sold  at  less 
than  fair  value  within  the  meaning  of 
the  Act,  the  proper  basis  of  compari¬ 
son  appears  to  be  between  purchase 
price  or  exporter’s  sales  price,  as  appli¬ 
cable,  and  the  adjusted  home  market 
price  of  such  or  similar  merchandise. 
Purchase  price,  as  defined  in  section 
203  of  the  Act  (19  U.S.C.  162),  was 
used  for  the  sales  of  Miron  Company, 
Ltd.,  since  all  export  sales  by  this  com¬ 
pany  appear  to  have  been  made  to 
nonrelated  customers  in  the  United 
States.  Exporter’s  sales  price,  as  de¬ 
fined  in  section  204  of  the  Act  (19 
U.S.C.  163),  was  used  since  the  sales  by 
the  other  three  producers  were  made 
to  the  U.S.  firms  related  to  those  pro¬ 
ducers  within  the  meaning  of  section 
207  of  the  Act  (19  U.S.C.  166).  Home 
market  prices,  as  defined  in  §  153.2, 
Customs  Regulations  (19  CFR  153.2), 
were  used  for  fair  value  purposes  since 
such  or  similar  merchandise  appears 
to  have  been  sold  in  the  home  market 
in  sufficient  quantities  to  provide  an 
adequate  basis  for  comparison. 
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In  accordance  with  §  153.31(b).  Cus¬ 
toms  Regulations  (19  CFR  153.31(b)), 
pricing  information  was  obtained  con¬ 
cerning  imports  of  Portland  hydraulic 
cement  from  Canada  sold  in  the 
United  States  during  the  5-month 
period  April  1,  through  August  31, 
1977.  Pricing  information  on  home 
market  sales  was  obtained  for  the 
period  corresponding  to  the  dates  of 
purchase  of  cement  sold  by  Miron  Co., 
Ltd.,  to  the  United  States  and  for  the 
period  corresponding  to  the  dates  of 
export  of  the  cement  sold  by  the  other 
companies  to  the  United  States. 

C.  PURCHASE  PRICE 

For  the  purposes  of  this  tentative 
determinastion,  in  the  case  of  Miron 
Co.,  Ltd.,  all  of  the  imported  merchan¬ 
dise  was  purchased,  or  agreed  to  be 
purchased,  prior  to  the  time  of  expor¬ 
tation  by  the  persons  by  whom  or  for 
whose  account  it  was  imported,  within 
the  meaning  of  section  203  of  the  Act. 
The  purchase  price  was  calculated  on 
the  basis  of  the  delivered  price  in  the 
United  States.  Deductions  were  made 
for  freight.  Customs  brokerage,  and  a 
prompt  payment  discount.  An  addition 
was  made  for  the  Canadian  Federal 
Sales  Tax  incurred  with  respect  to 
such  sales,  but  not  collected  by  reason 
of  export  to  the  United  States,  in  ac¬ 
cordance  with  section  203  of  the  Act. 

D.  exporter’s  sales  price 

For  the  purposes  of  this  tentative 
determination  of  sales  at  less  than  fair 
value,  regarding  the  other  three  com¬ 
panies,  all  of  the  merchandise  was  sold 
or  agreed  to  be  sold  in  the  United 
States,  before  or  after  the  time  of  im¬ 
portation,  by  or  for  the  account  of  a 
related  U.S.  producer  considered  to  be 
the  exporter,  within  the  meaning  of 
section  207  of  the  Act.  Accordingly, 
the  exporter’s  sales  price  has  been  cal¬ 
culated  on  the  basis  of  the  delivered 
price  to  unrelated  U.S.  customers  with 
deductions  for  freight.  Customs  bro¬ 
kerage,  financing  expenses,  selling  ex¬ 
penses.  and  storage  costs,  as  applica¬ 
ble.  Additions  were  made  for  the  Ca¬ 
nadian  Federal  Sales  Tax  and  provin¬ 
cial  taxes,  as  applicable,  incurr^  with 
respect  to  such  sales,  but  not  collected 
by  reason  of  export  to  the  United 
States,  in  accordance  with  section  204 
of  the  Act. 

E.  HOME  MARKET  PRICE 

i 

For  the  purposes  of  this  tentative 
determination,  the  home  market 
prices  have  been  calculated  on  the 
basis  of  the  delivered,  weighted-aver¬ 
age  price,  generally  to  unrelated  cus¬ 
tomers.  Adjustments  were  made  for 
cash  discounts,  competitive  discounts, 
freight,  selling  expenses,  and  storage 
costs,  as  applicable.  Adjustments  were 
made  for  costs  relating  to  differences 
in  credit  terms  and  for  Portland 


Cement  Association  dues,  which  were 
regarded  as  assumed  advertising  costs, 
as  applicable,  in  accordance  with 
§  153.10,  Customs  Regulations  (19  CFR 
153.10). 

A  claim  was  made  that  certain  vessel 
leasing  costs  be  allocated  only  to  Can- 
dian  sales,  since  the  vessels  had  been 
leased  mainly  to  transport  Canadian 
shipments.  The  claim  was  not  allowed 
since  all  sales  using  vessel  deliveries 
were  regarded  as  properly  bearing  a 
proportional  amount  of  these  leasing 
costs. 

A  claim  that  storage  costs  incurred 
in  the  United  States  should  not  be  de¬ 
ducted  from  exporter’s  sales  price  was 
rejected  in  that  these  were  expenses 
incidental  to  bringing  the  merchandise 
from  place  of  shipment  in  Canada  to 
place  of  delivery  in  the  United  States. 

A  claim  was  also  made  that  freight 
not  be  deducted  and  that  delivered 
prices  to  the  United  States  and  in 
Canada,  be  used  for  fair  value  com¬ 
parisons.  since  it  is  standard  practice 
in  the  cement  industry  to  quote  prices 
on  a  delivered  basis.  Fluctuations  in 
freight  costs  do  not  necessarily  affect 
the  delivered  prices.  This  claim  was 
disallowed  since  the  Act  specifically 
requires  a  deduction  for  freight  costs 
included  in  the  price  for  export. 

A  claim  was  made  that  certain  ad¬ 
ministrative  expenses  assumed  by  the 
Canadian  parent  firm  on  behalf  of  its 
U.S.  subsidiary  be  allowed  as  a  deduc¬ 
tion  in  calculating  home  market  price. 
This  claim  was  disallowed,  since  it  was 
not  regarded  as  appropriate  to  deduct 
costs  applicable  to  sales  in  the  United 
States  in  the  calculation  of  home 
market  price. 

P.  RESULTS  OF  FAIR  VALUE  COMPARISONS 

Using  the  above  criteria,  preliminary 
analysis  suggests  that  the  purchase 
price  or  the  exporter’s  sales  price,  as 
appropriate,  probably  will  be  lower 
than  the  home  market  price  of  such  or 
similar  merchandise.  Comparisons 
were  made  on  about  72  percent  of  the 
Portland  hydraulic  cement  sold  for 
export  to  the  United  States  by  all  pro¬ 
ducers  investigated  for  the  period 
under  consideration.  Margins  were 
tentatively  found  ranging  from  31  to 
106  percent  for  sales  made  by  Miron 
Co.,  Ltd.,  on  100  percent  of  the  sales 
compared,  ranging  from  0.3  to  73  per¬ 
cent  for  sales  made  by  Lake  Ontario 
Cement,  Ltd.,  on  51  percent  of  the 
sales  compared,  ranging  from  1  to  190 
percent  for  sales  made  by  Canada 
Cement  Lafarge,  Ltd.,  on  78  percent  of 
the  sales  compared,  and  ranging  from 
1  to  369  percent  for  sales  made  by  St. 
Lawrence  Cement  Co.  on  99  percent  of 
the  sales  compared.  Weighted-average 
margins  for  each  firm’s  sales  com¬ 
pared  were  approximately  54  percent 
for  Miron  Co.,  Ltd.,  3.2  percent  for 
Lake  Ontario  Cement,  Ltd.,  20.5  per¬ 
cent  for  Canada  Cement  Lafarge,  Ltd., 


and  59.8  percent  for  St.  Lawrence 
Cement  Co.  These  margins  were  calcu¬ 
lated  using  the  prices  of  two  similar 
types  of  Portland  hydraulic  cement  in 
the  U.S.  with  prices  of  only  one  of 
those  in  Canada.  Treasury  will  deter¬ 
mine  whether  an  adjustment  is  neces¬ 
sary  under  §153.11,  Customs  Regula¬ 
tions  (19  CFR  153.11),  for  differences 
in  the  cost  of  producing  the  two  types 
of  cement  if  those  differences  are  re¬ 
flected  in  the  respective  prices. 

In  accordance  with  §  153.40,  Customs 
Regulations  (19  CPU  153.40),  interest¬ 
ed  persons  may  present  written  views 
or  arguments,  or  request  in  writing 
that  the  Secretary  of  the  Treasury 
afford  an  opportimity  to  present  oral 
views. 

Any  request  that  the  Secretary  of 
the  Treasury  afford  an  opportunity  to 
present  oral  views  should  be  addressed 
to  the  Commissioner  of  Customs,  1301 
Constitution  Avenue  NW.,  Washing¬ 
ton,  D.C.  20229,  in  time  to  be  received 
by  his  office  not  later  than  March  27. 
1978.  Such  requests  must  be  accompa¬ 
nied  by  a  statement  outlining  the 
issues  wished  to  be  discussed. 

Any  written  views  or  agruments 
should  likewise  be  addressed  to  the 
Commissioner  of  Customs  in  time  to 
be  received  by  his  office  not  later  than 
April  17,  1978.  All  persons  submitting 
written  views  or  arguments  should 
avoid  repetitious  and  merely  cumula¬ 
tive  material.  Counsel  for  the  petition¬ 
er  and  respondents  are  requested  to 
serve  all  written  submissions  on  all 
other  counsel  and  to  file  their  submis¬ 
sions  with  the  Commissioner  of  Cus¬ 
toms  in  10  copies. 

This  notice,  which  is  published  pur¬ 
suant  to  §  153.35(b).  Customs  Refi^a- 
tions  (19  CFR  153.35(b)),  shall  become 
effective  March  17, 1978.  It  shall  cease 
to  be  effective  at  the  expiration  of  6 
months  from  the  date  of  this  publica¬ 
tion  (September  17.  1978),  unless  pre¬ 
viously  revoked. 

Robert  H.  Mundheim, 
General  Counsel  of  the  Treasury. 

March  8, 1978. 

[FR  Doc.  78-7126  Filed  3-16-78;  8:45  am] 


[4810-25] 

Offk*  of  the  Secretory 

ADVISORY  COMMITTCE  ON  REFORM  OF  THE 
INTERNATIONAL  MONETARY  SYSTEM 

Meeting 

Notice  is  hereby  given  that  the  Advi¬ 
sory  Committee  on  Reform  of  the  In¬ 
ternational  Monetary  System  will 
meet  at  the  Treasury  Department  on 
April  13. 1978. 

The  meeting  is  called  in  order  to 
obtain  the  opinions  of  the  participants 
in  the  Advisory  Committee  regarding 
international  monetary  questions  to 
be  discussed  at  the  annual  meeting  of 
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the  Board  of  Governors  of  the  Inter¬ 
national  Monetary  Fund  on  April  27- 
28  and  the  related  meeting  of  the  In¬ 
terim  Committee  of  the  Board  of  Gov¬ 
ernors. 

A  determination  as  required  by  sec¬ 
tion  10(d)  of  the  Federal  Advisory 
Committee  Act  (Pub.  L.  92-463)  has 
been  made  that  this  meeting  is  for  the 
purpose  of  considering  matters  falling 
within  the  exemption  to  public  disclo¬ 
sure  set  forth  in  5  U.S.C.  552b(c)(l) 
and  that  the  public  interest  requires 
such  meeting  be  closed  to  public  par¬ 
ticipation. 

Any  comment  or  inquiry  with  re¬ 
spect  to  this  notice  can  be  addressed  to 
Donald  Syvrud,  Director,  Office  of  In¬ 
ternational  Monetary  Affairs,  U.S.  De¬ 
partment  of  the  Treasury,  Washing¬ 
ton,  D.C.  20220,  202-566-5365. 

Dated;  March  13,  1978. 

Anthony  M.  Solomon, 

Under  Secretayfor 
Monetary  Affairs. 

[FR  Doc.  78-7125  Filed  3-16-78;  8:45  am] 


[8320-01] 

VETERANS  ADMINISTRATION 
SKOAL  MEDICAL  ADVISORY  GROUP 
Meeting 

The  Veterans  Administration  gives 
notice  pursuant  to  Pub.  L.  92-463  that 
a  meeting  of  the  Special  Medical  Advi¬ 
sory  Group,  authorized  by  38  U.S.C. 
4112(a),  will  be  held  in  the  Administra¬ 
tor’s  Conference  Room  at  the  Veter¬ 
ans  Administration  Central  Office,  810 
Vermont  Avenue  NW.,  Washin^on, 
D.C.,  on  April  3  and  4,  1978.  The  pur¬ 
pose  of  the  Special  Medical  Advisory 
Group  is  to  advise  the  Administrator 
and  the  Chief  Medical  Director  rela¬ 
tive  to  the  care  and  treatment  of  dis¬ 
abled  veterans,  and  other  matters  per¬ 
tinent  to  the  Veterans  Administra¬ 
tion’s  Department  of  Medicine  and 
Surgery. 

The  general  sessions  will  convene  at 
8:30  a.m.  on  April  3,  and  at  9  a.m.  on 
April  4.  These  will  be  open  to  the 
public  up  to  the  seating  capacity  of 
the  room.  Because  this  capacity  is 
limited,  it  will  be  necessary  for  those 
wishing  to  attend  to  contact  Mr.  R.  E. 
Lindsey,  Executive  Secretary,  Special 
Medical  Advisory  Group,  Veterans  Ad¬ 
ministration  Central  Office,  phone 
202-389-2588,  prior  to  March  27,  1978. 

The  Executive  Session  portion  of  the 
meeting,  April  4,  1978,  11  a.m.-12:00 
Noon,  will  be  closed  for  discussions  of 
employment  matters  in  the  Depart¬ 
ment  of  Medicine  and  Surgery,  pursu¬ 
ant  to  5  U.S.C.  552b(c)(2),  as  it  relates 
solely  to  the  internal  personnel  rules 
and  practices  of  the  agency. 

Dated:  March  10, 1978. 

MaxC^leland, 

Administrator. 

[FR  Doc.  78-7142  Filed  3-16-78:  8:45  am] 


[7035-01] 

INTERSTATE  COMMERCE 
COMMISSION 

(Finance  Docket  No.  28676  (Sub-No.  1)1 

GRAND  TRUNK  WESTERN  RAILROAD  CO.— 

CONTROL— DETROIT,  TOLEDO  AND  IRON- 

TON  RAILROAD  CO. 

Grand  Trunk  Western  Railroad  Co. 
(G’TW)  and  Grand  'Trunk  Corp. 
(GTC),  131  West  Lafayette  Boulevard, 
Detroit,  Mich.  48226,  represented  by 
Basil  Cole,  Dechert  Price  &  Rhoads, 
Esqs.,  888  Seventeenth  Street  NW., 
Washington,  D.C.  20006,  hereby  give 
notice  that  on  the  16th  day  of  Febru¬ 
ary,  1978,  they  filed  with  the  Inter¬ 
state  Commerce  Commerce  Commis¬ 
sion  at  Washington,  D.C.  a  joint  appli¬ 
cation  under  Section  5(2)  of  the  Inter¬ 
state  Commerce  Act  for  an  order  ap¬ 
proving  and  authorizing  acquisition  of 
control  by  GTW  of  the  Detroit, 
Toledo  and  Ironton  Railroad  Co. 
(DT&I)  AND  THE  Detroit  and  Toledo 
Shore  Line  Railroad  Co.  (DTSL), 
which  application  is  assigned  Finance 
Docket  No.  28676  (Sub-No.  1). 

Approval  of  the  application  will  au¬ 
thorize  GTW  to  purchase  the  stock  of 
DT&I  owned  by  Pennsylvania  Co. 
(Pennco),  amounting  to  substantially 
all  of  the  stock  of  DT&I,  and  will  fur¬ 
ther  authorize  GTW  to  purchase  the 
stock  of  DTSL  owned  by  the  Norfolk 
&  Western  Railway  Co.  (N&W), 
amoimting  to  50%  of  all  of  the  stock 
of  DTSL.  GTW  presently  owns  50%  of 
all  of  the  stock  of  DTSL. 

The  application  is  “inconsistent”, 
within  the  meaning  of  Section  5(2)  of 
the  Act  and  the  Commission’s  Regula¬ 
tions  adopted  in  Ex  Parte  No.  282 
(Sub-No.  1),  Railroad  Consolidation 
Procedures,  340  ICC  771  (1977),  which 
amended  49  CFR  Part  1111,  with  the 
application  filed  October  21,  1977,  by 
Norfolk  and  Western  Railway  Co. 
(N&W)  and  The  Baltimore  and  Ohio 
Railroad  Co.  (B&O),  et  al.,  for  author¬ 
ity  to  acquire  joint  control  of  DT&I, 
docketed  Finance  Docket  No.  28499 
(Sub-No.  1). 

The  transactions  proposed  by  the 
application  are  subject  to  the  execu¬ 
tion  of  appropriate  agreements  for  the 
purchase  by  GTW  of  the  stock  inter¬ 
ests  of  Pennco  and  N&W.  GTC, 
GTW’s  parent,  is  not  a  party  to  the 
transactions,  but  joins  in  the  applica¬ 
tion  pursuant  to  Section  5(2).  GTW 
has  offered  $15,000,000  for  Pennco’s 
stock  interest  in  DT&I.  GTW  has  of¬ 
fered  $1,920,000  for  N&W’s  50%  stock 
interest  in  DTSL.  Upon  final  approval 
of  the  application,  G'TW  will  integrate 
the  organization,  facilities  and  oper¬ 
ations  of  GTW,  DT&I  and  D'TSL 
under  common  control. 

G'TW  is  a  Class  I  carrier  providing 
rail  freight  and  passenger  service,  op¬ 
erating  approximately  921  miles  of 


main  track  in  MI,  IN  and  IL.  In  addi¬ 
tion,  the  G'TW  operates  car  ferry  ser¬ 
vice  across  Lake  Michigan  from  Mus¬ 
kegon,  MI,  to  a  terminal  at  Milwaukee, 
WI. 

The  DT&I  is  a  Class  I  carrier  provid¬ 
ing  rail  freight  service.  It  operates  be¬ 
tween  Detroit,  MI,  through  Delta, 
Lima,  and  Maitland,  OH,  to  Sringfield, 
OH,  continuing  to  Cincinnati,  OH,  via 
trackage  rights,  and  to  Ironton,  OH. 
Other  DT&I  lines  extend  from  Flat 
Rock  to  Dearborn,  MI,  from  Diann, 
MI,  to  Toledo,  OH,  and  from  Malinta, 
OH,  to  Tecumseh,  MI.  In  addition, 
DT&I  has  operating  rights  over  an  al¬ 
ternate  route  to  Cincinnati  from  Mait¬ 
land,  OH,  and  a  short  track  in  Ottawa, 
OH. 

The  DTSL  is  a  Class  II  carrier  oper¬ 
ating  over  approximately  50  miles  of 
rail  line  between  the  suburbs  of 
Toledo,  OH  and  the  suburbs  of  De¬ 
troit,  MI.  Approximately  47  of  these 
route  miles  are  owned  by  the  DTSL 
and  3.3  miles  are  operated  under 
trackage  rights  over  the  N&W  from 
West  Detroit  to  River  Rouge,  MI. 

Interested  persons  may  participate 
formally  in  a  proceeding  by  submitting 
written  comments  regarding  the  appli¬ 
cation.  Such  submissions  shall  indicate 
the  proceeding  designation  Finance 
Docket  No.  28676  (Sub-No.  1)  and  the 
original  and  two  copies  thereof  shall 
be  filed  with  the  Secretary,  Interstate 
Commerce  Commission,  Washington, 
D.C.  20423,  not  later  than  45  days 
after  the  date  notice  of  the  filing  of 
the  application  is  published  in  the 
F^eral  Register.  Such  written  com¬ 
ments  shall  include  the  following:  the 
person’s  position,  e.g.,  party  protestant 
or  party  in  support,  regarding  the  pro¬ 
posed  transaction;  specific  reasons 
why  approval  would  or  would  not  be  in 
the  public  interest;  and  a  request  for 
oral  hearing  if  one  is  desired.  Addi¬ 
tionally,  interested  persons  who  do  not 
intend  to  participate  formally  in  a  pro¬ 
ceeding  but  who  desire  to  comment 
thereon,  may  file  such  statements  and 
information  as  they  may  desire,  sub¬ 
ject  to  the  filing  and  service  require¬ 
ments  specified  herein.  Persons  sub¬ 
mitting  written  comments  to  the  Com¬ 
mission,  shall,  at  the  same  time,  serve 
copies  of  such  written  comments  upon 
the  applicant,  the  Secretary  of  Trans¬ 
portation  and  the  Attorney  General. 

H.  G.  Homme,  Jr. 

Acting  Secretary. 

(FR  Doc.  78-7325  Filed  3-16-78;  2:33  pm] 


[7035-01] 

[Finance  Docket  No.  28643  (Sub-No.  1)1 

NORFOLK  AND  WESTERN  RAILWAY  CO.— 
PURCHASE— DETROIT,  TOLEDO  AND  IRONTON 
RAILROAD  CO. 

Norfolk  and  Western  Railway  Co. 
(NW),  8  North  Jefferson  Street,  Roa- 
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noke,  Va.  24042,  represented  by  John 
S.  Shannon.  Vice  President-Law  Nor¬ 
folk  and  Western  Railway  Co.,  8  North 
Jefferson  Street,  Roanoke,  Va.  24042, 
and  Frederick  C.  Nash,  Bodman,  Long- 
ley.  Bogle  &  Dahling,  100  Renaissance 
Center,  Detroit,  Mich.  48243,  hereby 
give  notice  that  on  the  17th  day  of 
February,  1978,  it  filed  with  the  Inter¬ 
state  Commerce  Commission  at  Wash¬ 
ington,  D.C.,  an  application  under  sec¬ 
tion  5(2)  of  the  Interstate  Commerce 
Act  for  an  order  approving  and  autho¬ 
rizing  the  acquisition  of  11.1  miles  of 
the  Tecumseh  Branch  of  the  Detroit. 
Toledo  and  Ironton  Railroad  Co. 
■  (DT&I)  through  purchase  from  DT&I, 
which  application  is  assigned  Finance 
Docket  No.  28643  (Sub-No.  1). 

NW  proposes  to  purchase  from 
DT&I  11.1  miles  of  DT&I’s  Tecumseh 
Branch  extending  from  the  branch’s 
intersection  with  NW’s  main  line  at 
Page.  Mich,  (near  Adrian),  in  a  north¬ 
erly  direction  to  the  termination  of 
the  branch  at  Tecumseh,  Mich.  NW 
will  serve  former  DT&I  customers  on 
the  purchased  segment,  which  is  44 
miles  closer  to  NW’s  main  line  than  to 
DT&I’s  main  line.  The  portion  of  the 
Tecumseh  Branch  NW  seeks  authority 
to  purchase  lies  in  Lenawee  County, 
Mich. 

NW  can  provide  service  more  effi¬ 
ciently  than  DT&I.  and  DT&I  can  be 
relieved  of  an  unprofitable  operation. 
In  addition  to  withdrawing  from  the 
11.1  miles  being  acquired  by  NW,  ap¬ 
proval  of  the  transaction  will  enable 
DT&I  to  withdraw  from  8.6  miles  of 
trackage  rights  on  NW  used  only  to 
serve  the  northerly  segment  in  ques¬ 
tion,  and  will  facilitate  DT&I’s  appli¬ 
cation  to  abandon  other  portions  of 
the  branch  filed  in  Docket  No.  AB-111 
on  June  11.  1975,  all  without  loss  of 
any  presently  operated  rail  service. 

In  the  opinion  of  the  applicant,  the 
granting  of  the  authority  sought  will 
not  constitute  a  major  Federal  action 
significantly  affecting  the  quality  of 
the  human  environment  within  the 
meaning  of  the  National  Environmen¬ 


tal  Policy  Act  of  1969.  In  accordance  - 
with  the  Commission’s  Regulations  (49 
CFR  1108.8)  in  Ex  Parte  No.  55  (Sub- 
No.  4),  Implementation— National  En¬ 
vironmental  Policy  Act,  1969,  352  ICC 
451  (1976),  any  protests  may  include  a 
statement  indicating  the  presence  or 
absence  of  any  effect  of  the  requested 
Commission  action  on  the  quality  of 
the  human  environment.  If  any  such 
effect  is  alleged  to  be  present,  the 
statement  shall  indicate  with  specific 
data  the  exact  nature  and  degree  of 
the  anticipated  impact.  See  Implemen¬ 
tation-National  Environmental  Policy 
Act,  1969,  supra,  at  p.  487. 

Interested  persons  may  participate 
formally  in  a  proceeding  by  submitting 
written  comments  regarding  the  appli¬ 
cation.  Such  submissions  shall  indicate 
the  proceeding  designation  Finance 
Docket  No.  28643  (Sub-No.  1)  and  the 
original  and  two  copies  thereof  shall 
be  filed  with  the  Secretary,  Interstate 
Commerce  Commission,  Washington, 
D.C.  20423,  not  later  than  45  days 
after  the  date  notice  of  the  filing  of 
the  application  is  published  in  the 
P^ERAL  Register.  Such  written  com¬ 
ments  shall  include  the  following:  the 
person’s  position,  e.g.,  party  protestant 
or  party  in  support,  regarding  the  pro¬ 
posed  transaction;  specific  reasons 
why  approval  would  or  would  not  be  in 
the  public  interest:  and  a  request  for 
oral  hearing  if  one  is  desired.  Addi¬ 
tionally,  interested  persons  who  do  not 
intend  to  formally  participate  in  a  pro¬ 
ceeding  but  who  desire  to  comment 
thereon,  may  file  such  statements  and 
information  as  they  may  desire,  sub¬ 
ject  to  the  filing  and  service  require¬ 
ments  specified  herem.  Persons  sub¬ 
mitting  written  comments  to  the  Com¬ 
mission  shall,  at  the  same  time,  serve 
copies  of  such  written  comments  upon 
the  applicant,  the  Secretary  of  Trans¬ 
portation  and  the  Attorney  General. 

H.  G.  Homme,  Jr., 
Acting  Secretary. 

[FR  Doc.  78-7324  Filed  3-16-78;  2:33  pm] 
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552b(eK3). 


CONTENTS 


Items 

Civil  Aeronautics  Board . 1,  2.  3,  4,  5 

Commodity  Futures  Trading 

Commission .  6,  7,  8 

Consumer  Products  Safety 

Commission .  9 

Equal  Employment 

Opportunity  Commission .  10 

Federal  Deposit  Insurance 

Corporation .  11 

Federal  Energy  Regulatory 

Commission .  12 

Federal  Reserve  System  (Board 

of  Governors) .  13 

Federal  Trade  Commission .  14, 15 

Renegotiation  Board .  16 

Securities  and  Exchange 

Commission .  17 

United  States  Parole 
Commission .  18, 19 


[6320-01] 

1 

(M-109,  Amdt.  1;  Mar.  13. 1978] 

Notice  of  Deletion  of  Items  From 
THE  MAR(m  16. 1978  Meeting  Agenda 

CIVIL  AERONAUTICS  BOARD. 

TIME  AND  DATE:  10  a.m..  March  16. 
1978. 

PLACE:  Room  1027,  1825  Connecticut 
Avenue  NW.,  Washington,  D.C.  20428. 

SUBJECT:  16.  Deregulation  of  air 
freight  forwarding,  (BPDA,  OEA, 
BAS.  BOE,  OGC).  17.  Docket  32122, 
Travel  Dividend  Voucher  Program 
proposed  by  Eastern,  (BPDA4. 

STATUS:  Open. 

PERSON  TO  CONTACT; 

Phyllis  T.  Kaylor,  the  Secretary, 
202-673-5068. 

SUPPLEMENTARY  INFORMATION: 
Tlie  staff  has  requested  that  Item  No. 

16  (Deregulation  of  air  freight  for¬ 
warding— D0013)  on  the  calendar  for 
the  Sunshine  Meeting  of  March  16.  be 
delayed  until  the  Sunshine  Meeting  of 
March  30,  1978.  While  nearly  all  items 
have  been  completed  on  the  Memoran¬ 
dum  and  the  draft  notice  of  proposed 
rulemaking  several  technical  matters 
remain  to  be  resolved.  The  additional 
two  weeks  will  permit  completion  of 
all  staff  coordination.  In  order  to 
permit  its  evaluation  of  the  proposal 
based  on  the  staff’s  recommendation 
OGC  has  requested  that  we  remove 
the  following  item  for  the  calendar  list 
for  Thursday,  March  16,  1978.  (Item 

17  Docket  32122,  Travel  Voucher  Pro¬ 
gram  proposed  by  Eastern).  According¬ 


ly,  the  following  Members  have  voted 
that  agency  business  requires  the  dele¬ 
tion  of  these  items  for  the  March  16. 
1978  agenda  and  that  no  earlier  an- 
nounc^ent  of  these  deletions  was 
possible: 

Chairman,  Alfred  E.  Kahn 
Vice  Chairman,  G.  Joseph  Minetti 
Member.  Lee  R.  West 
Member,  Richard  J.  O’Melia 
Member,  Elizabeth  E.  Bailey 

[S-S79-78  Filed  3-15-78;  9:27  am] 


[6320-01] 

'2 

IM-lll;  Mar.  13,  1978] 

CIVIL  AERONAUTICS  BOARD. 

TIME  AND  DATE:  10  a.m..  March  14. 
1978. 

PLACE:  Room  1011,  1825  Connecticut 
Avenue  NW.,  Washington,  D.C.  20428. 

SUBJECT:  Ongoing  Consultations 
with  the  United  Kingdom  and  the  re¬ 
cently  concluded  consultations  with 
the  Netherlands. 

STATUS:  Closed. 

PERSON  TO  CONTACT: 

Phyllis  T.  Kaylor.  the  Secretary, 
202-673-5068. 

SUPPLEMENTARY  INFORMATION: 
On  March  10,  1978,  the  Board  voted 
that  its  series  of  meetings  involving 
the  subject  of  ongoing  consultations 
with  the  United  Kingdom  and  the 
Netherlands,  would  be  closed  to  public 
observation,  under  Ebcemption  9(B),  5 
UB.C.  552b(cK9)(B)  and  14  CTR 
310b.5(9)(B).  The  full  explanation  of 
the  closings,  the  votes  of  each  Member 
of  the  Board  on  the  closings,  the  list 
of  persons  expected  to  attend  and  the 
General  Counsel’s  certification  are  set 
forth  in  CAB  Meeting  Announcement 
M-llO,  dated  March  10. 1978. 

The  re<^nt  round  of  consultations 
with  the  Netherlands  was  concluded 
on  Friday,  March  10,  1978.  Consulta¬ 
tions  with  the  United  Kingdom  are 
continuing.  So  that  the  Board  can  con¬ 
sider  its  positions  during  the  ongoing 
consultations  with  the  United  King¬ 
dom.  as  well  as  the  possible  effects  of 
the  Netherlands  consultations  on 
those  with  the  United  Kingdom,  the 
following  Members  have  voted  that 
agency  business  requires  that  the 
Board  meet  on  ’Tuesday,  March  14. 
1978,  on  less  than  seven  days’  notice, 
and  that  no  earlier  announcement  of 
the  meeting  was  possible: 

Chairman,  Alfred  E.  Kahn 
Vice  Chairman,  G.  Joseph  Minetti 


Member.  Lee  R.  West 
Member.  Richard  J.  O’Melia 
Member.  Elizabeth  E.  Bailey 

[S-580-78  Filed  3-15-78;  9:27  am] 
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[M-109  Arndt.  2;  Mar.  13,  1978] 

Notice  of  Addition  of  Items  to  the 
March  16, 1978  Meeting  Agenda 

CIVIL  AERONAUTICS  BOARD. 

TIME  AND  DATE:  10  a.m..  March  16. 
1978. 

PLACE:  Room  1027,  1825  Connecticut 
Avenue  NW.,  Washington.  D.C.  20428. 

SUBJECT:  4a.  Boston/PhUadelphia/ 
New  York/Washington-Puerto  Rico/ 
Virgin  Islands  Service  Inv.  4b.  Docket 
30697,  Caribbean  Service  Inv, 

STA’TUS:  Open. 

PERSON  TO  CONTACT: 

Phyllis  T.  Kaylor,  the  Secretary, 
202-673-5068. 

SUPPLEMENTARY  INFORMATION: 
The  staff  requests  that  these  two 
items  be  added  to  the  Thursday, 
March  16,  Calendar  Meeting  because 
BALJ  has  the  capacity  to  set  down  for 
immediate  hearing  the  Boston/Phila¬ 
delphia/New  York/Washington- 
Puerto  Rico/Virgin  Islands  Service 
Inv.,  which  contemplates  an  immedi¬ 
ate  hearing  to  explore  the  grant  of  in¬ 
terim  authority.  The  order  in  the  Ca¬ 
ribbean  Service  Iny.,  Docket  30697, 
must  also  be  addd  to  the  Calendar  be¬ 
cause  it  is  to  be  issued  at  the  same 
time  as  the  Puerto  Rico  order.  Accord¬ 
ingly,  the  following  Members  have 
voted  that  agency  business  requires 
the  addition  of  these  two  items  to  the 
March  16,  1978  agenda  and  that  no 
earlier  annoimcement  of  these  addi¬ 
tions  was  possible; 

Chairman,  Alfred  E.  Kahn 
Vice  Chairman,  G.  Joseph  Minetti 
Member,  Lee  R.  West 
Member.  Richard  J.  O’Melia 
Member,  Elizabeth  E.  Bailey 

[S-593-78  Piled  3-15-78;  3:41  pm] 


[6320-01] 

4 

[M-109.  Amdt.  3;  Jan.  14.  1978] 

Notice  of  Addition  of  Item  to  the  . 
March  16. 1978  Agenda 

CIVIL  AERONAUTICS  BOARD. 

TIME  AND  DA'TE;  10  a.m.,  March  16, 
1978. 
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PLACE:  Room  1027.  1825  Connecticut 
Avenue  NW.,  Washington,  D.C.  20428. 

SUBJECT:  25a  Aerovias  Condor  de 
Colombia,  S.A.  (AeroCondor)  applica¬ 
tion  for  Barranquilla— Santo  Domingo 
blind  sector  traffic  authorization 
(Memo  No.  7814,  BPDA,  BIA). 

STATUS:  Open. 

PERSON  TO  CONTACT: 

Phyllis  T.  Kaylor,  The  Secretary, 
202-673-5068. 

SUPPLEMENTARY  INFORMATION: 
Expeditious  treatment  of  Aerocondor’s 
application  is  desirable  because  certain 
U.S.  carrier  applications  for  new  au¬ 
thority  are  pending  before  the  Gov¬ 
ernment  of  Colombia.  The  staff  be¬ 
lieves  that  favorable  action  on  Aero¬ 
condor’s  request  will  assist  the  U.S. 
carrier  in  obtaining-  a  favorable  deci¬ 
sion  in  Colombia.  Accordingly,  the  fol¬ 
lowing  Members  have  voted  that 
agency  business  requires  the  addition 
of  this  item  to  the  agenda  of  March 
16.  1978  and  that  no  earlier  announce¬ 
ment  of  this  addition  was  possible: 

Chairman,  Alfred  E.  Kahn 
Vice  Chairman,  G.  Joseph  Minetti 
Member,  Lee  R.  West 
Member,  Richard  J.  O’Melia 
Member.  Elizabeth  E.  Bailey 

(S-594-78  Filed  3-15-78;  3:41  pm] 


[6320-01] 

s 

(M-112:  Mar.  14.  1978] 

CIVIL  AERONAUTICS  BOARD. 

TIME  AND  DATE:  2  p.m..  March  21. 
1978. 

PLACE:  Room  1027,  1825  Connecticut 
Avenue  NW.,  Washington,  D.C.  20428. 

SUJECT;  Air  Charter  Tour  Operators 
of  America  to  make  a  presentation  re¬ 
garding  the  problems  of  charter  tour 
operators. 

STATUS:  Open. 

PERSON  TO  CONTACrr: 

Phyllis  T.  Kaylor,  the  Secretary, 
202-673-5068. 

[S-595-78  Piled.  3-15-78;  3:41  pm] 


[6351-01] 

6 

COMMODITY  FUTURES  TRADING 
COMMISSION. 

TIME  AND  DA'TE:  10  a.m.,  March  22. 
1978. 

PLACE:  2033  K  Street  NW..  Washing¬ 
ton,  D.C.,  5th  floor  hearing  room. 

STATUS:  Closed. 

MATTERS  TO  BE  CONSIDERED: 
Enforcement  Matters/Offer  of  Settle¬ 
ment. 

CONTACT  PERSON  FOR  MORE  IN¬ 
FORMATION: 

Jame  Stuckey,  254-6314. 

[S-582-78  Filed  3-15-78;  9:38  am] 


[6351-01] 

7 

COMMODITY  FUTURES  TRADING 
COMMISSION. 

TIME  AND  DATE:  10  a.m.,  March  23, 
1978. 

PLACE;  2033  K  Street,  N.W.,  Wash¬ 
ington.  D.C.  8th  floor  conference 
room. 

STATUS:  Closed. 

MA’TTERS  TO  BE  CONSIDERED: 
Judicial  Session  to  consider  reparation 
and  enforcement  cases. 

CONTACT  PERSON  FOR  MORE  IN¬ 
FORMATION; 

Jane  Stuckey.  254-6314. 

tS-583-78  Piled  3-15-78;  9:38  am] 


[6351-01] 

8 

COMMODITY  FUTURES  TRADING 
COMMISSION. 

TIME  AND  DATE:  10  a.m..  March  22. 
1978. 

PLACE:  2033  K  Street.  NW.,  Washing¬ 
ton,  D.C.,  5th  floor  hearing  room. 

STATUS:  Closed. 

MATTERS  TO  BE  CONSIDERED; 
Enforcement  Matters/Offer  of  Settle¬ 
ment. 

CONTACT  PERSON  FOR  MORE  IN¬ 
FORMATION: 

Jane  Stuckey,  254-6314. 

[S-584-78  Piled  3-15-78;  9:38  am] 


[6355-01] 

9 

CONSUMER  PRODUCT  SAFETY 
COMMISSION. 

PREVIOUSLY  ANNOUNCED  DATE 
AND  TIME:  March  16.  1978. 

CHANGES  IN  MEETING:  The  Com¬ 
mission  has  added  for  discussion  in 
closed  session  matters  related  to  the 
aluminum  wire  litigation.  The  Com¬ 
mission  has  deferred  the  previously 
scheduled  briefing  on  carpet  and  rug 
flammability  standards. 

CONTACT  PERSON  FOR  ADDI¬ 
TIONAL  INFORMATION: 

Sheldon  D.  Butts.  Assistant  Secre¬ 
tary,  Office  of  the  Secretary,  Suite 
300,  nil  18th  St.  NW.,  Washington. 
D.C.  20207,  telephone  202-634-7700. 
[S-588-78  Piled  3-15-78;  2:13  pm] 

[6570-06] 

10 

EQUAL  EMPLOYMENT  OPPORTU¬ 
NITY  COMMISSION. 

TIME  AND  DATE;  9:30  a.m.  (eastern 
time).  Tuesday,  March  21. 1978. 


PLACE:  Chairman’s  Conference 

Room.  No.  5240,  on  the  floor  of  the 
Columbia  Plaza  Office  Building.  2401 
E  Street  NW.,  Washington,  DC.  20506. 

STATUS:  Parts  will  be  open  to  the 
public  and  parts  will  be  closed  to  the 
public. 

MA’TTERS  TO  BE  CONSIDERED: 
Parts  open  to  the  public: 

1.  Private  Bar  Program:  Report  of  Monitor¬ 

ing  and  Managerial  Responsibilities. 

2.  Proposed  Pro'^edures  for  Processing  Sys¬ 

temic  Cases. 

Parts  closed  to  the  public: 

1.  Litigation  Authorizations;  General  Coun¬ 

sel  Recommendations:  Matters  closed  to 
the  public  under  Sec.  1612.13(a)  of  the 
Commission’s  regulations  (42  F.R.  13830, 
March  14,  1977). 

2.  Reconsideration  of  Commission  Decision 

No.  77-21. 

Note.— Any  matter  not  discussed  or  con¬ 
cluded  may  be  carried  over  to  a  later  meet¬ 
ing. 

CONTACT  PERSON  FOR  MORE  IN¬ 
FORMATION: 

Marie  D.  Wilson,  Executive  Officer, 
Executive  Secretariat,  at  202-634- 
6748. 

This  notice  issued  March  14, 1978. 
[S-585-78  Piled  3-15-78;  2:13  pm] 


[6714-01] 

11 

FEDERAL  DEPOSIT  INSURANCE 
CORPORATION. 

Notice  of  Change  in  Subject  Matter 
OF  Agency  Meeting 
At  the  commencement  of  its  closed 
meeting  held  at  2  p.m.  on  March  14, 
1978,  the  Corporation’s  Board  of  Di¬ 
rectors  voted,  on  motion  of  Chairman 
George  A.  LeMaistre,  seconded  by  Di¬ 
rector  John  G,  Heimann,  to  withdraw 
from  consideration  the  application  of 
Floyd  County  Bank.  New  Albany.  Ind., 
for  consent  to  purchase  the  assets  of 
and  assume  liability  to  pay  deposits 
made  in  American  Bank.  New  Albany. 
Ind.,  pending  the  receipt  of  an  adviso¬ 
ry  opinion  from  the  Department  of 
Justice  on  the  competitive  factors  in¬ 
volved  in  the  proposed  transaction. 
The  Board  further  determined  that  no 
earlier  notice  of  the  change  in  the  sub¬ 
ject  matter  of  the  meeting  was  practi¬ 
cable. 

DATED:  March  14.  1978. 

Federal  Deposit  Insurance 

CORPORTAION, 

Alan  R.  Miller, 

Executive  Secretary. 

[S-596-78  Piled.  3-15-78;  3:41  am] 


[6740-02] 

12 

March  15, 1978. 

FEDERAL  ENERGY  REGULATORY 
COMMISSION. 
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TIME  AND  DATE:  March  16,  1978, 
following  regular  meeting. 

STATUS:  Closed. 

MATTERS  TO  BE  CONSIDERED: 
Pending  Civil  Litigation. 

CONTACT  PERSON  FOR  MORE  IN¬ 
FORMATION; 

Kenneth  F.  Plumb,  Secretary,  tele¬ 
phone  202-275-4166. 

Kenneth  F.  Plumb, 
Secretary. 

[S-591-78  FUed  3-15-78;  2:32  pm] 

[6210-01] 

13 

FEDERAL  RESERVE  SYSTEM 
(BOARD  OF  GOVERNORS). 

TIME  AND  DATE:  10  a.m.,  Wednes¬ 
day,  March  22, 1978. 

PLACE;  20th  Street  and  Constitution 
Avenue  NW.,  Washington,  D.C.  20551. 

STATUS:  Closed. 

MATTERS  TO  BE  CONSIDERED: 

1.  Proposed  purchase,  under  competitive 
bi(MUng,  of  an  electronic  system  for  the 
New  Toiii  Federal  Reserve  Bank. 

2.  Proposed  negotiation  of  competitive  pur¬ 

chases  of  computers  and  computer 
equipment  within  the  Federal  Reserve 
System. 

3.  Any  agenda  items  carried  forward  from  a 

previously  announced  meeting. 

CONTACrr  PERSON  FOR  MORE  IN¬ 
FORMATION: 

Mr.  Joseph  R.  Coyne,  Assistant  to 
the  Board,  202-452-3204. 

Dated:  March  14, 1978. 

Griffith  L.  Garwood, 
Deputy  Secretary  of  the  Board. 
[S-581-78  FUed  3-15-78;  9:38  am] 


[6750-01] 

14 

FEDERAL  TRADE  COMMISSION. 

TIME  AND  DATE:  2  p.m.,  Tuesday, 
March  21, 1978. 

PLAPE:  Room  432,  Federal  Trade 
Commission  Building,  6th  Street  and 
Pennsylvania  Avenue  NW.,  Washing¬ 
ton,  D.C.  20580. 

STATUS:  Closed. 

MATTERS  TO  BE  CONSIDERED; 

NOMADJXmiCATIVE  MATTERS 

1.  Approval  of  minutes  of  nonadjudicative 

matters  considered  at  meetings  of  Feb¬ 
ruary  3,  and  March  7, 1978. 

2.  Consideration  of  acceptance  of  proposed 

Consent  Agreement  in  Bankers  Life  and 
Casualty  Co.,  et  al..  Docket  No.  9075. 

Adjudicative  Matters  Under  Part  a  of  the 
Rules  or  Practice 

The  Commission  has  not  yet  scheduled 
any  adjudicative  items  for  discussion  at  this 
meeting. 

CONTACT  PERSON  FOR  MORE  IN¬ 
FORMATION: 

Wilbur  T.  Weaver,  Office  of  Public 


SUNSHINE  ACT  MEETINGS 

Information,  202-523-3830.  Recorded 
Message:  202-523-3806. 

[S-587-78  FUed  3-15-78;  2:13  pml 


[6750-01] 

15 

FEDERAL  TRADE  COMMISSION. 

TIME  AND  DATE:  2:30  p.m.,  Wednes¬ 
day,  March  22, 1978. 

PLACE:  Room  432,  Federal  Trade 
Commission  Building,  6th  Street  and 
Pennsylvania  Avenue  NW.,  Washing¬ 
ton,  D.C.  20580. 

STATUS:  Open. 

MATTERS  TO  BE  CONSIDERED; 
Consideration  of  Proposed  Discovery 
Rules. 

CONTACT  PERSON  FOR  MORE  IN¬ 
FORMATION; 

Wilbur  T.  Weaver,  Office  of  Public 
Information,  202-523-3830.  Recorded 
Message:  202-523-3806. 

[S-558-78  FUed  3-15-78;  2:13  pml 


[7210-01] 

16 

RENEGOTIATION  BOARD. 

“FEDERAL  REGISTER”  CITATION 
OF  PREVIOUS  ANNOUNCEMENT: 

42  FR  9931,  March  10. 1978. 

PREVIOUSLY  ANNOUNCED  DATE 
AND  TIME  OF  MEETING:  Tuesday, 
March  21, 1978;  10  a.m. 

CHANGES  IN  MEETING:  Items  14 
and  15  are  added  to  the  previously  an¬ 
nounced  agenda. 

MATTERS  TO  BE  CONSIDERED: 
Board  Meeting  concerning: 

14.  Organization  and  operations  of  the  elec¬ 
tronic  data  processing  staff. 

15.  Recommended  clearance  or  determina¬ 
tion  of  excessive  profits:  Ocean  technol¬ 
ogy,  fiscal  year  ended  March  31, 1974. 

STATUS:  Item  14  is  open  to  the 
public.  Item  15  is  closed  to  the  public. 

CONTACT  PERSON  FOR  MORE  IN¬ 
FORMATION: 

Kelvin  H.  Dickinson,  Assistant  Gen¬ 
eral  Counsel-Secretary,  2000  M 
Street  NW.,  Washington,  D.C.  20446, 
202-254-8277. 

Dated:  March  14, 1978. 

CRkidwin  Chase, 
Chairman. 

[S-592-78  FUed  3-15-78;  2:32  pml 

[8010-01] 

IF 

SECURITIES  AND  EXCHANGE 
COMMISSION. 

“FEDERAL  REGIS“rER”  CITATION 
OF  PREVIOUS  ANNOUNCEMENT: 

43  FR  9931,  March  10,  1978. 

PREVIOUSLY  ANNOUNCED  TIME 
AND  DA“rE:  10  a.m.,  March  16, 1978. 

CHANGES  IN  THE  MEETING:  The 
following  item  will  not  be  considered 
by  the  Commission  at  the  open  meet¬ 


ing  scheduled  for  March  16, 1978,  at  10 
a.m.; 

Proposed  rule  amendments  fUed  by  the  Chi¬ 
cago  Board  Options  Exchange,  Inc.  con¬ 
cerning  order  priority  and  trading  proce¬ 
dures. 

“The  following  additional  item  will  be 
considered  by  the  Commission  at  the 
open  meeting  scheduled  for  March  16, 
1978,  at  10  am.: 

Consideration  of  the  postponement  of  the 
effective  date  of  Securities  Ebcchange  Act 
Rule  lOb-lO,  which  prescribes  confirma¬ 
tion  delivery  and  disclosure  requirements 
applicable  to  brokers  and  dealers. 
Commissioners  Loomis,  Evans,  Pol¬ 
lack,  and  Karmel  determined  that 
Commission  business  required  the 
above  cited  changes  in  the  meeting 
agenda  and  that  no  earlier  notice 
thereof  was  possible. 

March  14, 1978. 

[S-578-78  FUed  3-15-78;  9:27  am] 


[4410-01] 

IS 

UNITED  STATT3S  PAROLE  COM¬ 
MISSION. 

TIME  AND  DATE:  9:30  a.m.,  “Thurs¬ 
day,  March  23, 1978. 

PLACE:  Room  338,  Federal  Home 
Loan  Bank  Board  Building,  320  First 
Street  NW.,  Washington.  D.C.  20537. 
STATUS:  Closed. 

MATTERS  “TO  BE  CONSIDERED: 
Consideration  of  two  applications  for 
exemptions  from  a  bar  imposed  by  29 
UJS.C.  504  against  the  employment  of 
applicants  by  certain  labor  unions  fol¬ 
lowing  hearings  held  pursuant  to  the 
Administrative  Procedures  Act  and 
recommended  decisions  based  thereon. 

CONTACT  PERSON  FOR  MORE  IN- 
FORMATTON: 

M.  E.  Malin  Foehrkolb,  202-724- 
3117. 

[S-589-78  FUed.  3-15-78;  2:13  am] 


[4410-01] 

19 

UNITED  STATTES  PAROLE  COM¬ 
MISSION:  National  Commissioners 
(the  Commissioners  presently  main¬ 
taining  offices  at  Washington,  D.C. 
Headquarters). 

TIME  AND  DATE:  10:30  a.m.,  Thurs¬ 
day,  March  23. 1978. 

PLACE:  Room  338,  Federal  Home 
Loan  Bank  Board  Building,  320  First 
Street  NW.,  Washington,  D.C.  20537. 

STATUS:  Closed. 

MATTERS  TO  BE  CONSIDERED: 
Referrals  from  regional  commissioners 
of  approximately  20  cases  in  which  in¬ 
mates  of  Federal  Prisons  have  applied 
for  parole  or  are  contesting  revocation 
of  parole  or  mandatory  release. 

CONTACT  PERSON  FOR  MORE  IN¬ 
FORMATION: 

Lee  H.  Chait.  Analyst.  202-724-3094. 
(S-590-78  Filed  3-15-78;  2:13  pml 


FEDERAL  REGISTER,  VOL  43,  NO.  53— FRIDAY,  MARCH  17,  1978 


